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Attached is the January 2002, Peer Review Draft of Guidance on Assessing Quality Systems
(EPA QA/G-3).  This technical guidance was developed by EPA to assist those involved in
assessments of quality systems to meet requirements provided in EPA Requirements for Quality
Management Plans (EPA QA/R-2) and EPA Manual 5360 A1 and to gain value from the process.  It
discusses both internal and external assessments of EPA’s quality system and of the quality systems of
those performing work for and with EPA.  It does not address certification of quality or environmental
management systems, as conferred by the International Standards Organization (ISO) or others.

This Peer Review version of the guidance incorporates significant revisions to the initial
annotated outline (dated July 2000) and draft (dated January 2001), including conversion to Plain
English and the addition of examples for using the graded approach.

You are asked to review all aspects of the document for relevance, usefulness, and overall
adequacy as guidance for conducting and participating in assessments of quality systems.  Your overall
review is most appreciated, as well as your comments on the following questions:

1. Does the document begin with a clear indication of what it aims to address and how it
would benefit the reader?

2. Is it clear that this is a guidance document?  The document attempts to avoid being
prescriptive, but rather to describe a method to assess a variety of issues depending on
the nature of the quality system and its implementation status.  Is this the right message,
and is it communicated effectively?  (We are still working with the Office of General
Counsel on language to make it clear that this is guidance and provides no judicially
reviewable rights.)



2

3. The document discusses planning the assessment activity, selecting aspects of the
quality system to assess, and executing the assessment.  Does it strike the right balance
between them in terms of relative emphasis and level of detail?

4. Are the examples helpful in demonstrating the application of the graded approach?

5. In your experience with other types of management or related assessments that may be
performed on or by an organization, does this guidance reflect practices that are
expected to be encountered, and that are exemplary of best practices?

6. Overall, how useful will this guidance be for its intended audience?

Please feel free to offer comments and suggestions that go beyond this charge, as you see fit.

To meet EPA’s schedule for publishing this document, it is important for us to receive your
comments by March 15, 2002.  Please send written comments to:

Pat Lafornara
Quality Staff (MS-104)
U.S. EPA
2890 Woodbridge Avenue
Edison, NJ 08837-3679
Phone:  (732) 906-6988
Fax:  (732) 321-6640
E-mail:  lafornara.patricia@epa.gov

Thank you for your time and efforts.  I look forward to your contribution.
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FOREWORD

U.S. Environmental Protection Agency (EPA) policy requires all EPA organizations supporting
intramural environmental programs and all non-EPA organizations performing work funded by EPA
through extramural agreements to participate in an Agency-wide quality system.  A quality system is the
means by which an organization manages the quality aspects of its operations in a systematic, organized
manner.  The purpose of an assessment of a quality system is to determine the adequacy and
effectiveness of the quality system being applied to environmental data operations, to report the findings
to senior management, and to coordinate any necessary revision of the quality system based on the
findings of the assessment. 

 This document provides guidance to EPA program managers and assessment teams.  It does
not impose legally binding requirements and may not apply to a particular situation based on the
circumstances.  EPA retains the discretion to adopt approaches on a case-by-case basis that differ
from this guidance where appropriate.  EPA may periodically revise this guidance without public notice.

This document is one in the U.S. Environmental Protection Agency Quality System Series
documents.  These documents describe the EPA policies and procedures for planning, implementing,
and assessing the effectiveness of a quality system.  Questions regarding this document or others in the
Quality System Series should be directed to the Quality Staff at:

U.S. EPA
Quality Staff (2811R)
1200 Pennsylvania Avenue, NW
Washington, DC 20460
Phone:  (202) 564-6830
Fax:  (202) 565-2441
e-mail:  quality@epa.gov

Copies of the EPA Quality System Series documents may be obtained from the Quality Staff or by
downloading them from the Quality Staff Home Page:

http://www.epa.gov/quality
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1Chapter 6, References and Supplemental Reading, list documents from ASQ and the International
Organization for Standardization (ISO), which may be helpful to the reader.
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CHAPTER 11

ASSESSMENTS IN THE QUALITY SYSTEM2

1.1 QUALITY SYSTEM CONTEXT3

A quality system is a structured and documented management system describing the policies,4
objectives, principles, organizational authority, responsibilities, accountability, and implementation plan5
of an organization for ensuring quality in its work processes, products, and services.  It provides the6
framework for planning, implementing, documenting, and assessing the work performed by the7
organization and for carrying out quality assurance (QA) and quality control (QC) activities.8

Since 1979, EPA policy has required participation in an Agency-wide quality system by all9
EPA organizations (i.e., offices, regions, national centers, and laboratories) supporting intramural10
environmental programs and by non-EPA organizations performing work funded by EPA through11
extramural agreements.  EPA’s quality system operates under the authority of EPA Order 5360.1 A212
(EPA, 20001a) Policy and Program Requirements for the Mandatory Agency-wide Quality13
System, EPA Manual 5360 A1 (EPA, 2000b) Requirements for implementing the Order in EPA14
organizations are given in EPA Quality Manual for Environmental Programs.  Requirements for15
extramural organizations are given in 40 Code of Federal Regulations (CFR) 30, 31, 35, and 48 CFR16
46, and EPA Requirements for Quality Management Plans (EPA QA/R-2) (EPA, 2001).  Figure 117
illustrates EPA’s quality system.  All EPA QA policies and requirements documents are available at18
http://www.epa.gov/quality.19

EPA bases its quality system on Specifications and Guidelines for Quality Systems for20
Environmental Data Collection and Environmental Technology Programs (ANSI/ASQC E4-21
1994), which was developed by the American National Standards Institute (ANSI) and the American22
Society for Quality (ASQ).  EPA quality system requirements are based on these specifications, so it is23
not necessary to consult the ANSI/ASQC specifications to comply with EPA requirements. 24
Extramural quality systems that demonstrate compliance with the ANSI/ASQC specifications for25
quality systems are also in compliance with EPA policy.126

Every EPA organization or extramural organization performing work funded by EPA is required27
to document its quality system in an approved Quality Management Plan (QMP) (through internal28
Agency orders or Federal regulations listed above).  The quality of environmental data is known when29
all steps associated with its generation are documented and when such documentation is verifiable and 30
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defensible.  Because Agency decisions rely on the quality of environmental data, it is imperative that the31
effectiveness of the quality systems that support the collection and use of environmental data be32
periodically assessed. 33

Section 7.a(3) of the EPA Order 5360.1 A2requires the Agency Senior Management Official34
for Quality to perform periodic management assessments of all EPA organizations, and Section 6.a(4)35
requires EPA organizations to perform assessments of the effectiveness of their quality system at least36
annually.  EPA regulations governing extramural agreements addressed in 48 CFR 46 and 40 CFR 30,37
31, and 35 require the assessment of extramural organizations by EPA.38

Extramural organizations, which include financial assistance agreement recipients, cooperative39
agreement recipients, contractors, and grantees (States, tribal governments, Local governments,40
universities, contractors, etc.), are also required to conduct periodic internal assessments of their own41
quality systems.  An extramural organization’s assessment process is described in its Quality42
Management Plan.  Additionally, assessments play an important role in the continuous improvement43
process.44

EPA Quality Management Plan requirements apply to grants and enforcement agreements,45
decrees, and orders.  For enforcement agreements, the authority to assess is not guaranteed unless it is46
included in an order or decree or is specified by statute.47

1.2 ASSESSMENTS OF QUALITY SYSTEMS48

An assessment of a quality system is a systematic, independent, and documented examination49
that uses specified assessment criteria to answer one or more of the following questions about an50
organization’s quality system:51

• If an organization is developing a quality system, what QA activities remain to be52
implemented and what technical assistance by the assessors will promote the53
development and implementation of this quality system?54

• Is the organization’s quality system documented and fully implemented?55
• Does the organization understand external quality requirements?56
• Does the quality system comply with external quality requirements?57
• Do the activities that are being performed by the organization comply with its quality58

system documentation, particularly the Quality Management Plan?59
• Are the quality system procedures implemented effectively?60
• Does the quality system support environmental decision making with processes that61

ensure that data are sufficient in quantity and quality appropriate for their intended62
purpose?63
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An assessment is designed to provide objective feedback about the quality system.  It evaluates64
and documents the management policies and procedures that are used to plan, implement, assess, and65
correct the technical activities for environmental programs.  It includes quality system document review,66
file examination and review, and interviews of managers and staff responsible for environmental data67
operations.  Assessments can be conducted for specific environmental programs within organizations. 68
Assessments can apply to entire organizations, suborganizational units, and one or more environmental69
programs.70

This guidance addresses assessments of quality systems at the organization level that focus on71
process rather than the quality of data from specific projects.  Depending upon which of the previous72
questions are addressed and local usage of terms, these assessments also have been referred to as73
quality system audits (QSAs), management assessments, and management systems reviews (MSRs) or74
management system audits (MSAs).  For example, the term MSR is used to describe an assessment of75
a developing quality system.  MSRs may include providing technical assistance for developing and76
implementing a quality system as an assessment objective.77

One purpose of assessments is to improve the quality system, whether it is mature or78
developing.  To accomplish this purpose, the objectives of an assessment need to be appropriate to the79
current developmental stage of the quality system.  For a developing quality system, the objectives may80
be to perform a gap analysis of the quality system and to advise the assessee about any components of81
the quality system for which more support and training are needed.  For a mature quality system, the82
objective may be to determine whether the quality system is effective as implemented.  Systematic83
planning is needed to ensure that an assessment’s objectives are appropriate.84

85
Another purpose of assessments is to provide valid feedback to management on the adequacy,86

implementation, and effectiveness of the quality system.  Assessments are helpful because the process87
emphasizes noting good practices and suggesting changes for improving the quality system that provides88
data for defensible environmental decisions.89

In addition, the overall assessment program is beneficial to the Agency-wide quality system. 90
Assessors are in a good position to gather information on the reasonableness of the quality requirements91
and the consistency of their implementation across all organizations and programs.  Assessments could92
indicate that additional quality policies and procedures, guidance documents, etc., need to be93
developed and implemented, or that additional training needs to be developed and provided.  If94
assessments find that specific management and technical practices do not aid in environmental decision95
making, such findings could lead to modifications of these practices.  Assessments of quality systems96
will benefit the Agency in general by providing increased confidence in environmental decisions and97
strengthening its overall credibility.98
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Although the assessments share many aspects with environmental management systems audits99
and quality audits that are performed under independent certification authorities such as the International100
Standards Organization, they are not necessarily equivalent.  A certification audit does provide an101
acceptable substitute for the assessment of a quality system where the Agency recognizes the adequacy102
of the consensus standards, but it is by definition limited to the purpose of compliance to the103
standardized criteria of the consensus standard.  Note that certifications audits are performed by an104
outside organization for a fee.  The assessments discussed here are performed primarily by those who105
work for the authority who has the ultimate responsibility for the quality system being assessed or the106
authority that is funding the work being done by the assessed quality system.  In this respect, the107
assessments more closely resemble self-certification audits.108

1.3 REQUIREMENTS FOR ASSESSMENTS OF QUALITY SYSTEMS109

An organization’s Quality Management Plan spells out roles and responsibilities for110
implementing assessments, as well as the uses of assessment types in the organization.  EPA Manual111
5360 A1 requires Quality Management Plans to discuss or address the following items pertaining to112
management and technical assessments:113

• how the process for planning, scheduling, and implementation of assessments works114
and how the organization will respond to needed changes115

• the responsibilities, levels of participation, and authority for all management and staff116
participating in the assessment process117

• how, when, and by whom actions will be taken in response to findings of assessments118
and how the effectiveness of the response will be determined.119

Furthermore, EPA’s requirements for Quality Management Plans specify that the plans120
describe or reference the processes (i.e., roles, responsibilities, and authorities) of management and121
staff for:122
 123

• assessing the adequacy of the quality system at least annually124
 125

• planning, implementing, and documenting assessments and reporting findings to126
management including how to select assessment tools, the expected frequency of their127
application, and the roles and responsibilities of assessors128

• determining the level of competence, experience, and training necessary to ensure that129
personnel conducting assessments are technically knowledgeable, with no real or130
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perceived conflict of interest, and have no direct involvement or responsibility for the131
work being assessed132

• ensuring that personnel conducting assessments have sufficient authority and access to133
programs, managers, documents, and records, and organizational freedom to:134

- identify both quality problems and noteworthy practices135
- propose recommendations for resolving quality problems136
- independently confirm implementation and effectiveness of solutions137

• having management review and respond to findings138

• identifying how and when corrective actions are to be taken in response to assessment139
findings, ensuring that corrective actions are made promptly, confirming the140
implementation and effectiveness of any corrective action, and documenting such141
actions that include: 142

- identifying root causes 143
- determining whether the problem is unique or has more generic implications144
- recommending procedures to prevent recurrence145

• addressing any disputes encountered as a result of assessments.146

According to the ANSI/ASQC specifications for quality systems, assessments of environmental147
programs will be conducted periodically and the assessment findings will be evaluated to measure the148
effectiveness of the programs’ quality systems.  The types of assessments that can be conducted include149
management self-assessments, management independent assessments, technical self-assessments, and150
technical independent assessments.  The specific type of assessment that is used is determined by151
management.152

The EPA quality system is characterized by the principle of the “graded approach,” which153
allows QA Managers to base the level of quality assurance and quality control applied to an154
organizational area or project on the intended use of the environmental program and on the confidence155
that is needed and expected in the quality of the program.  The graded approach is also used in156
developing an assessment strategy that is appropriate for both the organization that performs the157
assessments and the quality system that is assessed.  This approach starts with systematic assessment158
planning and continues through the assessment’s implementation and reporting phases.  The graded159
approach is used to guide assessment planning decisions and to guide the collection of desired160
information about the quality system being assessed.161
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The graded approach is an important consideration in determining the scope and frequency of162
assessments.  For example, a water quality monitoring project with limited scope and complexity may163
require less frequent and less complex assessments than will a multi-program environmental164
performance partnership agreement (EnPPA) with a state.  Organizations that are responsible for highly165
visible enforcement activities may require more extensive assessments than organizations that perform166
basic research.  Assessments of small organizations may be less extensive than assessments of large167
organizations.168

1.4 INTENDED AUDIENCE169

This document is intended for all EPA and extramural organizations that have quality systems170
based on EPA policies and requirements and that may need to periodically assess these quality systems171
for compliance to the requirements.  It is also intended for organizations whose quality systems are172
assessed by EPA.  In addition, this guidance may be used by other organizations needing to assess173
quality systems applied to specific environmental programs. 174

1.5 SUPERSESSION175

This document discusses a component of the EPA quality system for which guidance has not176
been previously issued.  Guidance for Preparing, Conducting, and Reporting the Results of177
Management Systems Reviews (EPA QA/G-3, draft #2, January 1994) was prepared, but that178
document was never finalized.179

180
1.6 PERIOD OF APPLICABILITY181

Consistent with requirements set forth in EPA Manual 5360 A1, this document will be valid for182
5 years from the official date of its publication.  After 5 years, this document will either be reissued183
without change, revised, or withdrawn.  184

1.7 ADDITIONAL REFERENCES185

Other documents are available to provide guidance for developing suitable and effective quality186
systems for environmental programs.  They establish criteria and mandatory specifications for QA and187
QC activities and provide guidance for documenting various components of a quality system, such as188
technical systems audits, standard operating procedures (SOPs), and QA Project Plans.  A list of these189
documents is provided in Chapter 6, References and Supplemental Reading.  Since they contain190
guidance for activities critical to successful environmental data collection activities and operations, they191
serve as important resources for planning and conducting assessments.192
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CHAPTER 2194

MANAGING ASSESSMENTS195

2.1 ASSESSMENT ROLES AND RESPONSIBILITIES196

The authorizing entity for an assessment is whoever authorizes the assessment and has the197
authority to do so.  The authorizing entity for an assessment can be the individual ultimately responsible198
for the quality system that is being assessed.  For instance, for internal assessments performed by an199
EPA Regional Office, the authorizing entity is the Regional Administrator.  The authorizing entity is given200
the opportunity to approve the assessment plan, receives the assessment findings, may need to mediate201
any disputes, and may monitor responses to and implementation of any corrective actions.202

The assessee is the organization being assessed, and an assessor is a person who performs the203
assessment.  An assessor can be an individual either from part of the organization being assessed (i.e.,204
an internal assessment) or from an outside organization (i.e., an external assessment).  For external205
assessments, the assessors are independent of the assessed organization.  For internal assessments, the206
assessors are not directly involved in performing or managing the environmental program.  Table1 gives207
examples of the roles that various organizations may play in internal and external assessments.208

2.2 ASSESSMENT SYSTEMS209

Organizations that conduct multiple assessments may establish a system to ensure that210
assessments are performed consistently and according to current quality requirements (see211
Worthington, 1998).  The assessment system will focus on planning and establishing priorities for212
assessments, assessment frequency, scheduling, conducting assessments, procedures and formats for213
assessment reports, and assessor qualifications and training.  SOPs are developed that describe the214
assessment procedures in sufficient detail to encourage consistency in how assessments are performed.215

Effective assessment systems answer four key questions for assessment system managers:216

1. Am I doing the right job?  (Do I select those assessments that will make a significant217
contribution to the overall quality system?)218

2. Am I doing the job right?  (Does the assessment system use its personnel and resources219
efficiently?)220

3. Am I getting the desired results?  (Do the assessments have a beneficial effect on the221
assessed quality systems?)222
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4. Does my organization consistently do high-quality work?  (Is care taken in the selection,223
planning, performance, reporting, and follow-up of assessments?  Are assessment224
findings given a final quality check before they are sent out?)225

Table 1.  Examples of Assessment Roles226

Assessments of227 Assessee Authorizing Entity Assessors

EPA organization228 Program/Regional
Office/Laboratory
(external assessment)

Assistant
Administrator, Office
of Environmental
Information (OEI)

OEI Quality Staff and
technical experts as
needed

Program/Regional
Office/Laboratory
(internal assessment)

Assistant/Regional
Administrator

Program/Regional
Office staff and
technical experts as
needed

Assistance agreement229
recipient/230
contractor231

State or tribal
environmental agency,
nonprofit organization,
or other assistance
agreement recipient/
contractor
(external assessment)

EPA Program/
Regional Office,
Laboratory, or
Division Director

EPA program office,
laboratory, or division
QA staff and technical
experts as needed

State or tribal
environmental agency,
nonprofit organization,
or other assistance
agreement recipient/
contractor
(internal assessment)

Director of State or
tribal environmental
agency, nonprofit
organization, or other
assistance agreement
recipient/contractor

Staff of State or tribal
environmental agency,
nonprofit organization,
or other assistance
agreement
recipient/contractor
and technical experts
as needed

A graded approach is factored into designing an appropriate assessment system.  Some232
organizations may not have adequate staffing to follow all of the steps outlined below, but all233
organizations are encouraged to consider these topics and to implement them within their assessment234
system when possible and appropriate. 235
 236

Managers of an assessment system, who provide administrative support to the assessors, have237
practical knowledge of assessment procedures and practices.  These individuals:238
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• are independent of direct responsibility for implementing the projects being assessed239
• clarify the authority to assess within the organization, if necessary240
• establish awareness of the assessment system by potential users and potential assessees241
• emphasize the benefits of a well-established and functional quality system242
• establish priorities for quality systems to be assessed 243
• ensure that adequate resources are available for the assessment system 244
• establish an assessment QC system245
• evaluate assessor training needs regularly and provide appropriate training opportunities246
• ensure that procedures are in place for planning, scheduling, conducting, reporting, and247

following up on assessments, and that assessments are consistently documented248
• select assessment team leaders, approve assessment teams, and ensure that they249

receive administrative support250
• review assessment findings251
• resolve any disputes between assessors and assessees concerning assessment findings252
• transmit assessment findings to authorizing entities253
• brief senior management on the status of the assessment system254
• ensure that the experience gained by assessors improves the assessment system and the255

quality system.256

Management of the assessment system may be a shared responsibility performed by a small257
staff instead of one individual.  Management of the assessment system is typically not a staff member’s258
sole responsibility.   For instance, the manager for assessments that are conducted by an EPA Regional259
Office may be the Regional QA Manager.260

An assessment QC system helps to ensure that assessments are effective and that assessments261
of similar organizations under similar conditions by different assessment teams arrive at similar findings. 262
An assessment organization’s reputation for performing high-quality assessments increases the impact of263
their findings and the likelihood that corrective actions will be implemented.264

The assessment system’s managers create the expectation for high-quality assessments,265
establish the policies and procedures that will produce high-quality assessments, and determine whether266
the assessment QC system has improved the quality system.  They develop procedures and criteria to267
compare assessor performance to achieve consistency among assessors to the extent possible and they268
regularly evaluate assessor performance.  Such procedures can include assessor training workshops,269
reviews of assessment reports, performance appraisals, and rotation of assessors among different270
assessment teams.271

Assessment system managers not only review findings of individual assessments, but they also272
review the findings in a holistic way.  This review process feeds back into planning with an emphasis on273
improving both the assessment system and the quality system.  For most organizations, assessments are274
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not just one-time events but are done on a recurring basis with assessments conducted on different275
groups and at different locations within the organization.  The review may also identify relevant and276
emerging quality issues in assessments, perhaps coming from a synthesis of findings from assessments of277
multiple organizations.  For instance, such a review may reveal areas in a quality system that are prone278
to problems or areas that need more controls or more training.279

The graded approach is also factored into the assessment QC system.  In small organizations, a280
fully developed QC system for the assessment process may not be possible because of limited staffing. 281
These organizations still can incorporate aspects of a mature assessment QC system into their own282
system, within their constraints, to ensure the quality of their assessments.283

2.3 DECISION TO CONDUCT THE ASSESSMENT284

The decision to conduct the assessment usually will be made by the assessment system285
managers in response to a direct request from the authorizing entity or according to a schedule that has286
been approved previously by the authorizing entity.  The decision process typically includes the287
identification of some or all of the following items:288

• the organization to be assessed289
• the authority to conduct the assessment290
• the criteria for the assessment291
• the scope of the assessment292
• the resources available for the assessment293
• the size of the assessment team294
• an approximate date for the assessment295
• the assessor qualifications needed to conduct the assessment296
• availability of qualified assessors to conduct the assessment297
• selection of the assessment team leader298
• selection of assessment team members.299

The assessment team leader addresses any of the above items that have not been decided by the300
authorizing entity or the assessment system managers.301

2.4 CRITERIA FOR THE ASSESSMENT302

For the assessment team to assess the adequacy and effectiveness of a quality system in an303
objective manner, the quality system’s characteristics are compared to objective and written reference304
standards rather than to the subjective, unwritten expectations of the assessors or other individuals. 305
These assessment criteria are:  (1) the external policies, procedures, and requirements that are306
applicable to the assessee and (2) the assessee’s internal policies, procedures, requirements, and307
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quality system planning documents.  Specific criteria for quality systems of EPA organizations and of308
extramural organizations performing work funded by EPA through extramural agreements, enforcement309
agreements, decrees, or orders may include the following:310

• Order 5360.1311
• EPA’s Quality Manual312
• EPA requirements for Quality Management Plans313
• ANSI/ASQC specifications for quality systems314
• the assessee’s Quality Management Plan315
• the assessee’s reports [e.g., quarterly progress reports or QA Annual Report and316

Work Plan (QAARWP)]317
• QA and QC requirements in regulations.318

It is important that the authorizing entity, the assessment team, and the assessee all agree on the319
assessment criteria prior to the assessment.  If the parties involved in the assessment do not have a320
common understanding of the criteria beforehand, questions concerning the basis for the subsequent321
assessment findings may arise.  The credibility of the assessment can be diminished if team members322
apply inconsistent or subjective assessment criteria.323

2.5 SCOPE OF THE ASSESSMENT324
325

The scope of the assessment may be set by the authorizing entity or it may be systematically326
developed by the assessment team.  The scope can delimit the time period and subject matter or327
organizational “boundaries,” and can be affected by assessor time and resource constraints.  It may also328
include more specific items, such as the job positions of the people to be interviewed and what parts of329
the quality system to examine.  Selection of the items may be based on their importance to the overall330
quality system or on concern that there might be a problem.  Issues for consideration in the assessment331
may derive from any part of the quality system (e.g., policy, processes or procedures, products, or332
resources).  Issues may also be derived from the findings of previous assessments.  Section 3.5 contains333
more information about issue identification.334

The scope for assessing a mature quality system will generally differ from that for assessing a335
developing quality system.  For example, a developing quality system might not have an approved336
Quality Management Plan in place to serve as a basis for the assessment and is less likely to have337
formal QA tracking systems.  For an assessment of a developing quality system, the scope may include338
assisting with the development of specific parts of the quality system.339

The scope can be limited by assessment resource constraints, which often preclude assessing340
the whole quality system, so specific items are selected for inclusion in the assessment.  The use of the341
graded approach helps to ensure that assessment resources are used effectively and efficiently where342
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they are needed most.  Because an assessment is closely linked to the assessee’s Quality Management343
Plan, the scope of an assessment can be estimated, to a first approximation, by the complexity and344
detail of the quality system described in the plan.345

The scope can also be limited by what can be accomplished on-site.  Planning and scheduling346
interviews and document reviews should consider both what can realistically be covered within the347
allocated resources and what needs to be covered to adequately characterize the assessed system. 348
After the duration of the on-site portion of the assessment has been decided, the number of interviews349
that can be conducted during the assessment can be estimated.  The time necessary for the opening and350
closing meetings, document reviews, and breaks is taken into account.  Perhaps only six or seven one-351
hour interviews can be conducted per day.  As is discussed in Section 2.6.1, one or two assessors352
should conduct each interview.353

The authorizing entity approves the assessment plan and by doing so approves the scope of the354
assessment.  However, the assessment team leader is usually enabled to modify the scope during the355
assessment if any relevant, but unforeseen, quality issues are encountered during the assessment.  For356
instance, it may be necessary to interview staff members who were not identified in the assessment plan. 357
Section 3.8 contains more information about the assessment plan.358

2.6 THE ASSESSMENT TEAM359

2.6.1 Assessment Team Selection360

The scope of the assessment determines the size and composition of the assessment team. The361
scope of the assessment is determined before the assessment team members are selected.  The362
assessors, taken as a team, need subject matter knowledge and assessment knowledge and experience. 363
They need to be free of any real, potential, or perceived conflicts of interest.  Training in the assessment364
process and in listening and interviewing skills is usually made available to the assessors and is usually a365
prerequisite for performing the assessment.  Section 2.6.3 describes the assessment team qualifications366
in greater detail.  Interviewing skills are addressed in Appendix B.367

There are good reasons for an assessment team to consist of two or more members (a team368
leader and at least one additional assessor) (Adams, 2000).  In some cases, the assessment team may369
need to include additional assessors as well as technical experts.  For example, an internal assessment370
of an EPA Regional Office may be performed by an assessment team composed of a leader, two371
assessors, and a technical consultant with expertise in Regional Office QA programs.372

During interviews, two assessors can corroborate an interviewee’s responses.  The use of two373
interviewers helps to ensure that the statements by the interviewees are recorded accurately.  If there is374
any confusion about what was said in an interview, the two interviewers can discuss the response and375
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come to agreement on what the interviewee said.  One interviewer may recognize an important piece of376
information that the other interviewer may have overlooked.  This two-assessor approach can allow for377
“tag team” questioning.  That is, while one assessor asks a question and records the interviewee’s378
response, another assessor can be preparing to ask the next question.  Other advantages of having379
more that one person perform an assessment include:  complementary expertise and work experience,380
the ability to work simultaneously with different interviewees, and cost savings in both the planning and381
implementation phases of the assessment.382

Assessors from other organizations may be a possible resource.  Permission for their383
participation should be obtained from their management.  For assessments of EPA organizations, they384
are usually QA professionals for a different Regional Office, Program Office, or National Laboratory. 385
For assessments of State agencies, a QA Manager from another State in the Region could participate in386
the assessment.387

2.6.2 Assessment Team Leader Responsibilities388

Once the need, authority, and funding for an assessment have been established, an assessment389
team leader and other assessment team members are selected.  The assessment team leader is390
responsible for all phases of the assessment.  The assessment team leader has management experience391
and ability and has the authority to make decisions during the assessment and while presenting any392
assessment findings.  The assessment team leader also:393

• may assist in selecting other assessment team members394
• prepares the assessment plan and submits it for review and approval395
• represents the assessment team to the assessee’s management396
• manages the assessment team during the assessment397
• submits the assessment report398
• organizes the response to comments.399

2.6.3 Assessor Responsibilities and Qualifications400

According to the ANSI/ASQC specifications for quality systems, personnel conducting401
assessments of quality systems have the authority, access, and independence to:402

• identify and report problems that affect quality403
• identify and cite noteworthy practices404
• if requested, propose recommendations for correcting problems that affect quality405
• independently confirm implementation and effectiveness of corrective actions406
• if requested, monitor the work and report to management until the identified problems407

have been corrected408
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• provide documented assurance to management that further work performed by the409
organization is monitored until identified problems are corrected.410

Corrective actions are more likely to be initiated in response to assessment findings if the411
assessment team is perceived to be competent and credible.  The team members have the following412
qualifications, which establish their competency and credibility; specifically they:413

• are free from personal and external barriers to independence, organizationally414
independent, and able to maintain an independent attitude and appearance415

• possess integrity and report only what is observed416
 • collectively possess adequate assessment proficiency and appropriate technical417

background418
- are qualified to perform their duties by virtue of education, training, and/or419

experience420
- understand assessment techniques and quality system concepts and principles421
- have experience appropriate for their duties in the team (leading, for example)422

• understand their roles and responsibilities in the assessment process and are responsive423
to the assessment team leader’s directions424

• are familiar with the assessee’s organization and with applicable regulations425
• have good information-gathering and communication skills, i.e., are able to assimilate426

information, formulate pertinent questions, present questions clearly during interviews,427
listen carefully to the information being provided, and verify the information from428
documentation429

• are even-tempered and keep potentially confrontational circumstances under control430
• are organized and able to prepare assessment reports promptly.431

2.7 ASSESSMENT COSTS432

Knowledge of the costs of assessments helps to ensure that adequate resources can be made433
available.  The budget for an assessment depends on the scope, objectives, duration, and complexity of434
the assessment.  Costs are affected by the number of assessors needed, and their associated labor,435
travel, and lodging costs.  Assessors need time to prepare for the assessment, conduct the assessment,436
generate the report, and if specified, verify corrective actions.  Off-site activities, such as preparation437
and reporting, may require more time than the on-site portion of the assessment.438
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CHAPTER 3439

PREPARING FOR THE ASSESSMENT440

Planning is the most crucial part of the assessment process and a systematic approach is441
recommended.  Chapter 2 identified initial planning activities:  deciding to conduct the assessment442
(Section 2.3); identifying the criteria for the assessment (Section 2.4); determining the scope of the443
assessment (Section 2.5); selecting an assessment team to conduct the effort (Section 2.6); and444
allocating resources for the assessment (Section 2.7).  Once these activities have been performed, the445
planning process can proceed to identify: 446

• specific information that is needed from the assessee to identify assessment issues447
• specific issues about the quality system to be checked during the assessment448
• the sources, quality, type, and quantity of information to be collected449
• how collected information will be evaluated to determine if the quality system meets the450

requirements of the assessment criteria.451

One major product of this process is a written plan that summarizes what will be done in the452
assessment.  It is prepared by the assessment team and approved by the authorizing entity before being453
sent to the assessee prior to the assessment.  Another major product is a written assessment checklist454
that is used by the assessment team to organize the interviews and to document the information that they455
will collect.  Logistical arrangements for the assessment are made as part of the planning process.456

Planning is just as important when assessing the need for additional support for a developing457
quality system (e.g., for a management systems review) as it is when assessing a fully implemented458
quality system (e.g., for a complex criteria-driven assessment).  The implementation status and the need459
for additional support are determined when assessing a developing quality system, and the assessment460
scope and issues are designed with this quality system in mind.  Regardless of the status of a quality461
system’s development, it is important that the assessment be planned and conducted in an objective and462
systematic way.463

In this chapter, planning activities are presented in a particular order.  This does not mean that464
the activities must be performed in this order.  Many of the activities can occur concurrently or465
iteratively, and the order of the activities will vary for different assessments and for different assessing466
organizations.  For example, selecting the assessment team leader and assessment team may be the first467
step on some assessments, if the organization knows which staff members are the best matched468
technically for a particular assessment.  In other instances, an assessment team leader may be selected469
who will then begin the initial planning and scoping, which will be followed by selection of other470
members of the assessment team.471
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Figure 2.  Systematic Planning Activities for an Assessment
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Figure 2 illustrates an approach for planning activities for an assessment.  This figure is not to be472
considered a chronological flowchart for assessment planning.  The four columns in the figure473
correspond to four general types of activities that are associated with assessment 474
planning.  The activities in this systematic planning process are described in more detail in the rest of this475
chapter.  The lines between the boxes show some of the logical connections between the activities,476
rather than a strict chronological order.477

An organization may choose a different systematic planning process or may limit some of these478
activities as a result of applying the graded approach.  For example, a quality system that is still being479
developed may not yet have many quality documents to be reviewed and systematic planning for this480
activity may not be needed.  However, systematic planning is needed for any assessment, regardless of481
the size or complexity of the quality system being assessed.  A written plan is useful for any assessment482
as a way to document the assessment planning, including determining the criteria for and the scope of483
the assessment.484

3.1 DOCUMENTATION AND TRACKING485

At the beginning of the planning phase, it is helpful to establish an assessment file, which helps to486
track the paperwork from initiation of the assessment through completion.  The file may contain all487
materials collected before, during, and after the assessment including:488

• planning documents, such as the assessment plan and the agenda489
• all relevant correspondence, such as notification letters490
• working papers, such as assessment checklists that record the observations from491

interviews and document review492
• all assessment reports493
• any other documents collected or arising from the assessment such as corrective action494

reports.495

The assessment file serves to document the course of the assessment and its outcome.  As the496
file is prepared, note that it may be possible for the public to obtain assessment files and working497
papers through the Freedom of Information Act.  Electronic tracking of assessments may be possible in498
some organizations.  Close-out of the assessment is often tracked or documented with a formal close-499
out memorandum or some other type of record.500

3.2 ASSESSMENT TEAM PREPARATION501

Before the on-site part of the assessment, the assessment team usually reviews information502
about the quality system, plans the assessment, divides up responsibility for interviews and document503
reviews, works out scheduling and logistical issues, and understands the requirements for note taking,504
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reporting, and follow up.  The roles and responsibilities of individual team members are discussed.  The505
team members’ expectations for the assessment are discussed and harmonized.  Assessor506
responsibilities and qualifications are described in Section 2.6.3.507

3.3 INITIAL CONTACT WITH THE ASSESSEE508

During initial contact with the assessee, the assessment team leader relays the authorizing509
entity’s decision to conduct an assessment.  The leader may make contact by telephone, e-mail, or510
letter with the assessee’s QA Manager.  The authorizing entity may have previously informed the511
assessee of this decision.  The leader and the manager discuss possible dates for the assessment, the512
assessment criteria, the scope of the assessment, requests for supporting documents, and potential513
interviewees who are representative of the of the program areas to be assessed.  The manager usually514
arranges for a meeting space for interviews and document reviews, ensures that requested documents515
will be available to the assessment team, arranges interviewee participation and logistics for the516
assessment, and coordinates the on-site activities with the leader.  Interviews and document reviews are517
best conducted in a quiet place, away from potential interruptions in offices and laboratories.518

The formality of the initial contact with the assessee and subsequent contacts will be determined519
largely by the organizational relationship between the assessors and the assessee.  External assessments520
tend toward more formality than internal assessments.  After an initial verbal contact, it may be521
appropriate for the assessment team leader or the authorizing entity to send a written notification of the522
upcoming assessment to the assessee’s QA manager.  Regardless of how the initial contact is made, the523
assessee’s senior management is made aware that an assessment will be occurring.524

The assessment team leader makes every effort to gain the cooperation of the assessee’s senior525
management and its QA Manager.  The process of establishing a cooperative relationship for the526
assessment begins with the initial contact.  If the senior management and the QA Manager understand527
that the upcoming assessment offers an opportunity to improve their quality system, their attitude will be528
communicated to the rest of the organization, and the assessment can proceed more smoothly.  A529
positive purpose will encourage the organization to implement any corrective actions that are needed to530
respond to assessment findings.531

3.4 INFORMATION REVIEW532

The review of information about the assessee’s quality system establishes the knowledge base533
for the assessment.  It is essential that the assessment team understands what is already documented534
about the assessee’s quality system and its environmental programs in order to formulate relevant535
questions for the interviews and to identify pertinent case studies, documents, or reports to be536
examined.537
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Helpful information includes the requirements for the assessee’s quality system and supporting538
documentation, such as the Quality Management Plan; applicable regulations for environmental539
programs; reports of previous assessments of this organization; the QA Annual Report and Work Plan540
(a document required by EPA Order 5360.1 A2 for EPA groups); and fiscal reports such as541
Government Performance and Results Act reports (for Federal groups).  If these documents are not542
already on hand, the assessment team leader requests them during the initial contact with the assessee. 543
Organizations with developing quality systems will generally have less documentation available for544
review than those with fully implemented quality systems.545

Reviewing these documents will allow the assessment team to consider some or all of the546
following items, as appropriate for the scope of the assessment:547

• the mission and quality policy of the organization548
• the requirements for the quality system that are specified in the assessment criteria549
• the specific roles, authorities, and responsibilities of management and staff with respect550

to QA and QC activities551
• the means by which effective communication within the organization are assured552
• the processes used to plan, implement, and assess the work performed553
• the process by which measures of effectiveness of QA and QC activities will be554

established and how frequently effectiveness will be measured555
• the level of improvement based on lessons learned from previous experience556
• fiscal reports.557

The assessee’s fiscal reports can provide a window into the quality system because they show how558
money was budgeted and spent, which may be an indication of which issues are considered most559
important by the organization.560

3.5 ISSUE IDENTIFICATION561

If the authorizing entity does not prescribe the assessment issues, the assessment team identifies562
them and documents them in the assessment plan.  Time and resources can limit an assessment, making563
it impossible to evaluate and characterize all aspects of a quality system.  If such limitations do exist,564
then the assessment team has the opportunity during planning to select the specific quality system565
components and associated issues that will be investigated.  Although the issues may be selected at566
random, priorities can be established using input from three sources:567

• the quality system and associated (e.g., contract) requirements568
• documentation about the assessee569
• possible knowledge of or experience with similar organizations.570
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Some requirements may become assessment issues because:571

• they have a significant effect on the quality of the environmental data being collected to572
support decision making573

• they are not easy to implement or fulfill574
• they are vague and contradictory or onerous and burdensome575
• they are new or have been revised since the last update of the Quality Management576

Plan.577

Documentation of quality system processes and their effect on end product development may578
lead to the selection of assessment issues if the products are of special importance.  For example, they579
may be used directly for making rules, regulations, or policy or have significant national or580
Congressional visibility.  Although the products themselves are not assessment issues, the effect of the581
processes used to develop them are important because they demonstrate the ability of the quality582
system to support rule-making and regulation and policy development.583

The reports of previous assessments of the assessee may indicate quality system components584
that have had problems in the past and for which corrective action may have been necessary.  The585
assessment team may decide to determine whether the corrective actions were implemented and586
effective.  In similar fashion, the reports of assessments of other organizations may point to quality587
system components with common weaknesses, which may also be present in the organization being588
assessed.  The assessment team may look for similar weaknesses in the organization being assessed.589

One technique for identifying issues is to look at the completeness and clarity of written 590
descriptions of the organization’s quality system.  If the assessment criteria and supporting591
documentation appear to describe a generic quality system, it may be necessary for the assessors to592
obtain more information about the quality system as implemented in this organization.  If the593
documentation does not describe all of the specific components of the quality system and the594
requirements for them, the missing components or requirements may become issues.  Although a595
thorough and lucid description of a quality system component does not guarantee that this component is596
being implemented or that it is effective as implemented, the lack of such a description may point to an597
area that merits observation during the assessment.598

Assessment issues may also be identified using the information to trace or reconstruct the599
quality system processes affecting a program or activity from its antecedents (e.g., regulatory600
requirements) to its end products.  A program can also be traced through the personnel who plan,601
implement, and assess it.  If the documentation does not reveal the connection between antecedents602
and products, the personnel pathway, or the quality-related steps, then the assessment team may wish603
to allocate time during the assessment to investigate them.604
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A final consideration is whether the issues can be assessed for the benefit of the organization’s605
quality system.  Some issues exist due to circumstances that are not likely to be affected positively by606
the assessment.  If that is the case, then addressing resolvable issues is preferable.  Possible examples607
of assessment issues that may not be good choices to include in an assessment of the status of quality608
system implementation are:609

• an organization does not have adequate oversight of assistance recipients because there610
is no money in the travel budget (the root cause is the travel budget, rather than611
implementation of the quality system)612

• an organization has no access to a statistician because of a hiring freeze613
• a program has not been implemented because a policy decision was not made.614

3.6 IDENTIFY INTERVIEWEES AND DOCUMENTS615

After the major assessment issues have been identified, the next step is to select an information616
collection tool that is appropriate to investigate the assessment issues.  The underlying concept is that617
the tool enables the assessment team to understand a quality system and quickly integrate the collected618
information.  The tool allows the assessment team to document objective evidence or observations619
about the quality system.  Even when assessing a developing quality system, the information collection620
tool is still systematic and geared towards collecting objective evidence.621

Generally, face-to-face interviews and document reviews are the preferred tools for collecting622
information in assessments because interaction with the interviewee provides the assessment team with623
direct information about the quality system.  Supporting documentation can be consulted and questions624
can be explained and clarified as necessary. 625

There is a benefit-risk consideration associated with the use of interviews.  People can be a626
valuable source of information in the right circumstances.  However, the human mind is a very complex627
and vulnerable observation instrument.  If the assessment team does not ask the right people the right628
questions, they may not get appropriate answers.629

The next task is to identify the type and number of representative individuals to be interviewed630
and the type and number of documents to be reviewed that will enable the team to gather sufficient631
information to address the issues.  Before scheduling interviews and document reviews, the assessors632
can consider if a specific job or document gives them objective evidence for the issues.  They can then633
consider how many interviews or document reviews are needed, relative to the size of the organization,634
to make a representative finding.  The individuals and documents may be involved with program-level635
or project-level quality activities.  Examples of job category sources for interviews are listed in Figure636
3.637
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Examples of job category sources for
interviews during an assessment:

• senior managers (e.g., division directors,
office directors)

• middle managers (e.g., branch chiefs,
section chiefs)

• project managers (e.g., project officers,
principal investigators)

• quality assurance managers (program-level
and project-level)

• data analysts (e.g., statisticians and
modelers)

• data handling specialists
• laboratory managers/staff

Figure 3.  Example Job Categories for
Interviews

It is not necessary at this point to name638
specific individuals to be interviewed; identifying639
job titles or job functions may be all the640
assessment team can accomplish given the641
information on hand.  The goal at this point is to642
be specific enough in identifying the interviewees643
so that the assessment team has reasonable644
assurance that these individuals can provide the645
information that is needed to address the646
assessment issues.647

Some considerations for selecting648
interviewees who are appropriate for the issues649
may include:  (1) their availability; (2) their650
experience; (3) their knowledge of the issues;651
(4) how long the individuals have held their652
positions; and (5) the extent that these653
individuals represent the entire pool of those in654
similar positions.655

For a large program, individuals to be interviewed are selected to get adequate coverage of656
issues, programs, and job types within the allocated assessment resources.  The assessee may657
recommend specific individuals to be interviewed.  This practice is generally acceptable if the658
individuals’ characteristics such as on-the-job experience meet the assessment requirements.  If all of659
the interviewees are selected by the assessee, the final assessment report may need to include qualifying660
text such as “If the interviewees are representative of your program, then . . . .” 661

As is the case with identifying interviewees, the assessment team specifies the documents to be662
reviewed in sufficient detail to ensure that the documents are accessible and the assessment issues will663
be addressed effectively.  Document selection criteria include:  (1) being representative of the document664
types most frequently prepared by the organization; (2) being representative of the work performed by665
the organization; and (3) having importance relative to the organization’s mission.  If an organization has666
changed its quality policy or procedures, select documents that reflect the changes being assessed. 667
When selecting particular projects for document review, make sure these projects cover a time period668
and implementation stage that are appropriate for the issue being addressed.  For example, projects669
just getting underway would not be appropriate for a review of data quality assessment procedures.670

Examples of documents and specific features of the documents that may be reviewed to671
prepare for and during an assessment are presented in Figure 4.  Other documents, such as financial672
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Example documents and their specific features that
may be reviewed:

• Quality Management Plans
- signature and date

• QA Project Plans
- signature (QA Manager or designee), date
- data quality objectives/systematic planning

process
- required elements relevant to assessment:

(a) training/expertise for field personnel; and
(b) oversight of field activities

• QA Review Forms
- signature (QA Manager or designee), date
- project title, number
- obtain/check proposal to verify credibility of a “no

measurements” claim
• QA reports to management 

- quality problems described
• internal quality policy and guidance documents
• reports of internal assessments (e.g., assessments of

quality systems, technical systems audits, surveillance,
performance evaluations, audits of data quality, data
quality assessments, peer reviews)
- purpose of assessment and date
- assessor, title, signature, date
- personnel (expertise), process
- findings, corrective actions
- assessee/responsible party
- process for reporting/verifying completion of

corrective actions
• external assessments reports by the assessee
• work products (e.g., final project reports)
• QA working papers
• training records

- records are current
- training is appropriate for responsibilities

• standard operating procedures
- signature, date, and revision number

• standardized methods.

Figure 4.  Example Documents and Features To
Review

assistance agreement decision packages673
and contract specifications, also may be674
relevant to the assessment.675

EPA QA Annual Reports and676
Work Plans summarize resources677
available for quality assurance in EPA678
programs.  As part of the assessment,679
these documents can be compared to680
the Quality Management Plan or681
verified on-site to ensure that the roles682
and responsibilities are covered as683
described in the Quality Management684
Plan.  For example, the number of full-685
time equivalents (FTEs) designated for686
QA staff could be verified against687
possible vacancies or assignments to688
non-QA activities when on-site or689
checked against the work reported on690
QA Project Plan reviews,691
internal/external assessments, and692
training.693

To assess the use of resources694
for oversight, lists of both external and695
internal assessments in the previous696
year’s work plan could be checked to697
see if they agree with lists of completed698
reports and the requirements of the699
Quality Management Plan.  These700
documents give indications about the701
adequacy of resources and the702
commitment of the organization (for703
example, if less work is performed than704
was planned).  They would be useful in705
targeting issues (for example, if no706
internal assessments are reported,707
why?).708
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3.7 ALTERNATIVES TO ON-SITE INTERVIEWS  709

The decision to use interviews or other information collection tools involves considering their710
comparative advantages and disadvantages.  Examples of other information collection tools are711
videoconferencing, telephone interviews, and return mail questionnaires.  More information about these712
tools can be found in the literature on survey research methodology (e.g., GAO, 1991 and 1993; De713
Leeuw, 1992).714

Each tool has its own blend of strengths and weaknesses.  Because of their flexibility and715
potential, face-to-face interviews have been considered superior to telephone interviews and mail716
surveys.  Information collected in face-to-face interviews has often been considered to be less suspect717
than information obtained by other tools such as telephone interviews.  However, the other tools do not718
incur the travel costs that are associated with face-to-face interviews.719

3.8 PREPARATION OF THE ASSESSMENT PLAN720

The assessment plan is a short document prepared by the assessment team under the direction721
of the assessment team leader.  It is a concise summary of the assessment and the manner in which the722
assessment will be conducted.  It gives adequate information to the assessee about what activities are723
expected to occur during the assessment and a schedule for these activities.  An example outline of an724
assessment plan appears in Figure 5.725

The assessment plan includes the authority and criteria for the assessment, the purpose and726
scope of the assessment, the assessment issues, and the organizations that will be visited during the727
assessment.  The plan also includes details, such as a schedule of assessment activities, specific728
personnel (or job positions) to be interviewed, and specific files and documentation that will be729
reviewed during the assessment.  The assessment plan states clearly what will and will not be done730
regarding confidentiality and the dissemination of the assessment findings.  The assessment checklist can731
be appended to the assessment plan.  The checklist contains the specific technical questions to be732
asked of specific interviewees and the specific documents to be reviewed, if appropriate.733

The assessment plan is discussed informally with the assessee before the assessment to734
negotiate schedules, identify needed documents and records, and confirm the availability of interviewees735
and meeting space.  Planning and scheduling interviews and document reviews should consider both736
what can realistically be covered within the allotted time and what needs to be covered to adequately737
characterize the assessed system.738

The assessment plan specifies whether the assessment team will present recommended739
corrective actions as part of the assessment report or whether the assessee management will develop740
these corrective actions based on the assessment findings.741
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Assessment Plan

Assessee: Organization: EPA Region 12, Division of Solid Waste (DSW)
Location: Juneau, Alaska
Senior Official Jim Schnee, Director, Division of Solid Waste
QA Manager: Mary Eulen, Division Quality Assurance Manager

Authorizing Entity: William Shipley, Regional Administrator (RA)
Review and Concurrence by: Pat Pack, Deputy Regional Administrator (DRA)

Assessment Team: Leader: Susan Davis, Regional QA Manager
  Assessor: Emmanuel Kealeboga, Division of Oil and Gas Remediation
  Assessor: Margaret O’Connor, Division of Arctic Air

Anticipated Dates of Assessment: January 2-4, 2002

Authority To Conduct Assessment: EPA Order 5360.1 A2 (May 2000)

Criteria for Assessment: Quality Manual, applicable assistance agreements, contract regulations

Purpose and Scope of Assessment: Implementation of DSW quality management plan in Juneau branches

Issues Identified: QA project plan review and approval, data quality assessment process,
data quality objective process, training, and record keeping

Personnel To Be Interviewed: Branch QA Coordinators, 4 project officers per branch (2 with data
collection/analysis completed, all in branch at least 1 year), DSW QAM,
DSW supervisor, DSW training coordinator, and DSW statistician

Documents To Be Reviewed: Interviewed project officer files including all QA documentation (e.g., QA
project plans, standard operating procedures, oversight records, data
analysis records, project reports), QAM files including QA project plan
reviews, project implementation and report reviews, and training records

Anticipated Opening Meeting: January 2, 2002, 8:00 a.m.
Opening Meeting Participants: DSW managers

Anticipated Assessment Schedule: 9 a.m. to 4 p.m. each day, one branch per day

Anticipated Closing Meeting January 4, 2002, 4:30 p.m.
Closing Meeting Participants: DSW Managers

Anticipated Reporting Schedule: February 2, 2002

Report Routing Pathway: RA, DRA, Jim Schnee, Mary Eulen, DSW Managers
Confidentiality of Findings Report: None
Dissemination of Findings Report: Internal only
Provision for Recommendations: Yes

Figure 5.  Example Contents of a Plan for Assessing a Quality System
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3.9 REVIEW AND APPROVAL OF THE ASSESSMENT PLAN742

Once the assessment plan has been completed by the assessment team, it is usually submitted to743
the authorizing entity for concurrence and approval unless it is routine.  Transmitting the plan well before744
the assessment date allows:745

• the authorizing authority to raise questions about the plan or discuss the rationale of the746
proposed approach747

• the authorizing entity to be informed explicitly of any nonroutine aspects of the748
assessment749

• the assessment team to revise the plan and to resubmit it for approval if sufficient750
concerns or issues are raised by the authorizing authority, which is unlikely to occur if751
the assessment team has been thorough in its planning752

• the assessment team to resolve all concerns or issues before proceeding any further.753

The authorizing entity approves the assessment plan before the assessment proceeds.  The754
concurrence of the authorizing entity:755

• affirms the authority, credibility, and scope of the assessment with the assessee and with756
the persons who will receive the final assessment report757

• encourages authorizing entity “buy-in” and engenders a sense of ownership of the758
process759

• assures the authorizing entity that the assessment will accomplish the expected760
objectives761

• encourages support from the authorizing entity for any disputed findings and for762
implementation of recommended corrective actions.763

3.10 CONFIDENTIALITY764

The confidentiality and dissemination of the assessment findings and other assessment765
documents are addressed during planning for the assessment and are described in the assessment plan. 766
All involved parties (i.e., the assessor, the assessee, and the authorizing entity) are in agreement767
regarding confidentiality issues prior to the start of the assessment.  Generally, assessment findings are768
released only to the involved parties.769

Any information that the assessee claims as confidential business information (CBI) is treated as770
described in the relevant regulations.  Information of concern may include:771

• proprietary technical information or trade secrets772
• financial information773



Peer Review Draft
EPA QA/G-3 January 200229

• personnel records.774

Assessors may also have access to enforcement-sensitive information, which is treated with the775
appropriate confidentiality.  The Freedom of Information Act may, in some cases, be used to obtain776
assessment findings and other assessment documents.  Personnel records may include records of777
training and proficiency demonstrations.  Fiscal reports may be reviewed during an assessment and may778
require special confidentiality approaches.779

3.11 ASSESSMENT COORDINATION AND LOGISTICAL ARRANGEMENTS780

Many assessments require travel and thus a fairly tight, workable schedule.  Adherence to a781
workable schedule requires coordination between the assessment team and the assessee.  The782
assessment team leader usually makes logistical arrangements, such as finalizing the assessment dates783
with the assessee, arranging lodging, and making travel arrangements.  The assessment team will784
typically ask the assessee to provide a meeting room on-site.  Security clearances, special site passes,785
access to the assessee’s facility, and parking passes are arranged in advance.  Health and safety786
concerns will be considerations if the assessment requires entrance to laboratory or mechanical areas. 787
For assessments involving travel, the assessment team leader informs the assessee’s QA Manager of788
logistics such as travel schedule, lodging, and a telephone number where the assessment team can be789
reached. 790

3.12 FORMAL NOTIFICATION OF THE ASSESSEE791

After the assessment plan has been approved by the authorizing entity, it is formally transmitted792
to assessee management.  If not done in previous communication (see Section 3.3), this document793
establishes the authority for the assessment, identifies the assessment team members and their794
affiliations, and defines the assessment scope, the assessment criteria, and a tentative schedule.  An795
example of a formal notification letter is provided in Figure 6.796

A no-surprises approach of keeping the assessee informed improves cooperation during the797
assessment, so the assessee usually receives the assessment plan at least two weeks before the798
assessment.  Because any necessary corrective actions will be implemented by the assessee’s799
management, management’s involvement from the start of the assessment is essential.  The assessment800
team may also elect to send a copy of the assessment checklist to the assessee prior to the assessment. 801
After the assessee acknowledges the notification, the schedule for the interviews and document reviews802
is finalized and the assessment team’s logistical arrangements are completed.803
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Region 12

Juneau, Alaska 99801

December 15, 2002

Julia Bennett, Commissioner
Alaska Department of Environmental Conservation
410 Willoughby Avenue, Suite 303
Juneau, AK 99801-1795 

Dear Commissioner Bennett:

EPA Order 5360.1 A2 (2000), Policy and Program Requirements for the Mandatory Agency-wide Quality System ,
requires all EPA-funded organizations collecting and using environmental data to develop and implement adequate quality
assurance (QA) and quality control (QC) practices to ensure that the data are of the type and quality needed for EPA
decisions.  These practices are documented in Quality Management Plans (QMPs) that are reviewed by Regional quality
assurance staff and approved for implementation by the Regional Administrators.

One of the quality management responsibilities of the Region is to provide periodic oversight and assessment of the
implementation of the Quality System in Region 12.  In compliance with this responsibility, the Region will conduct an
assessment of DEC’s quality system to determine:

(1) compliance with the DEC QMP or, in the absence of this plan, compliance with EPA QA requirements for
the QA and QC practices in support of EPA-funded environmental data collection and use, and

(2) the suitability and effectiveness of the quality practices actually being implemented by DEC.

The assessment process will include interviews of DEC managers and staff and related document reviews regarding QMP
implementation.  The criteria for the assessment are EPA requirements, DEC’s QMP, referenced procedures, and DEC’s
annual QA Report.  The team plans to conduct the assessment during the week of January 27, 2003.  Logistical details and
the schedule for interviews and document reviews are under discussion with the DEC QA Manager, Mark Zimmerman.  The
assessment plan will be sent to you at least two weeks before the assessment.

 
The assessment team will be composed of Susan Davis, Regional QA Manager, who will serve as team leader, and

Michael O’Brien of the Quality Assurance Staff.  Marsha Brown of the Frozen Waste Division will provide expertise in
frozen waste programs.  They plan to brief DEC management on the scope of the assessment during an opening meeting on
January 27, if that is convenient.

I intend for this assessment to be helpful to your organization so that we may learn from our experience and improve
the DEC’s quality system.  I look forward to the successful completion of this assessment.

Respectfully,

William Shipley
Regional Administrator

cc: Mark Zimmerman, DEC Quality Assurance Manager

Figure 6.  Example Formal Notification Letter
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3.13 PREPARATION OF CHECKLISTS AND OTHER ASSESSMENT AIDS804

The planning process usually includes the development of assessment checklists and other805
written assessment aids, which incorporate all of the issues that were identified.  They are used by the806
assessment team to organize the interviews and the document reviews and to record the information807
that they collect.  These aids are specific to the scope and issues of the assessment and are individually808
tailored for each assessment.  They are a systematic means to obtain and record objective evidence809
about the quality system that is not, but could have been, documented by the assessee.  They help to810
ensure the objectivity, reliability, consistency, and completeness of the assessment.  They can be used811
to help the assessor track some basic questions:812

• What is the assessee doing on this issue?813
• Is there evidence to support the assessee’s statements?814
• Does it work?  Is it a noteworthy practice, just OK, or a serious problem?815
• How does what the assessee is actually doing on this issue compare to what the816

assessee says is being done?817
• Is enough of the assessee’s staff doing this to allow something definitive to be said?818

In interviews, assessment issues are discussed with an interviewee.  The interviewee’s819
responses can be recorded in a checklist tailored for that interview and in supplemental notes.  The goal820
of the interview is not to complete the checklist, but to obtain objective information that addresses the821
issues.  The questions generally are tied to the audit criteria to simplify report preparation and to822
achieve the goals of the assessment.  See Appendix C for example interview questions for developing823
and mature quality systems and for different job classifications.  An example assessment checklist824
appears in Appendix D.825

The questions to be asked in interviews or investigated in document reviews are formulated to826
fill gaps in the previously collected information about the quality system and assessment issues, and to827
verify this information.  It may be helpful for the assessors to note previously studied information that828
needs to be verified.  Checklist questions have the following characteristics, some of which are829
applicable only to interviews:830

• The questions are specific to the quality system being assessed.831
• They are relevant to the assessment being conducted and have a good probability of832

yielding useful information.833
• They are relatively easy to answer and do not cause undue burden or discomfort to the834

interviewee. 835
• They concern a single piece of information.  (It is better to have more questions with a836

narrow focus than fewer broad questions that may be difficult to answer succinctly.)837
• They address objective, measurable characteristics of the quality system.838
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• They are clear and comprehensible to the intended interviewees.839
• They have real answers, even if some answers may be “I don’t know” or “I do not840

have enough information to answer.”841
• They do not lead the interviewee toward a particular answer by the use of biased842

language.843

Typically, open-ended questions are preferable to close-ended (i.e., yes/no) questions for844
interviews because they allow the interviewee to explain the answer more completely.  The questions845
may be qualitative or quantitative as needed.  They address quality practices that are described in the846
assessee’s Quality Management Plan or other quality documents or requirements.  They address847
specific, observable activities that are to be performed, rather than the more general principles that may848
be hard to define in practice.  For example, if the assessee’s quality documents state that records will849
be kept in a central, locked file, “How are the quality records stored?” is a better question than “Are850
good record-keeping procedures being followed?”  Time spent in the planning phase developing851
appropriate assessment questions can save time while on-site.852

The use of generic checklists for assessments is discouraged.  A “one size fits all” checklist may853
overlook unique features of the specific quality system being assessed.  Although a checklist from one854
assessment may serve as the basis for developing a checklist for a subsequent assessment, it is not855
appropriate to reuse unrevised checklists.  The process of developing a checklist that is tailored to a856
specific quality system helps the assessment team to develop a more complete understanding of this857
quality system and to be better prepared to conduct the assessment.  It is also a way for assessment858
team members to share their expertise on specific issues if they devise the questions and note859
information for the rest of the team.  Under one possible format for assessment checklists, the questions860
include a citation of the specific section of the quality document that is the basis for the question.  They861
may also include the quality document’s specifications for acceptable performance or compliance.862

To ensure that the appropriate source for the information is used, prepare different assessment863
questions for each different job category of interviewee (senior manager, line manager, QA staff864
member, project officer, etc.) and for each different document type (Quality Management Plan, QA865
Project Plan, standard operating procedure, etc.).  A question may be relevant to an assessment issue866
and yet be useless if the wrong person is asked or the wrong document is examined.  For more867
efficiency, remove redundant questions caused by addressing issues that use some of the same868
information from interviews and document reviews.869

If an assessment has many issues, interviewees, and documents, it may be helpful to prepare a870
matrix, which is a variation of a checklist.  The matrix is an information collection tool to increase the871
understanding of the quality system by the assessor and to keep track of all of the information gathered872
during assessment planning, on-site interviews, and document review.  A matrix can be used more873
directly than can a checklist to help prepare a complex assessment report.874
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A matrix presents the important assessment issues in a format that consolidates the findings from875
various interviewees in one place.  It could list, at least:  (1) the issue with the assessment criterion or876
justification; (2) the information discovered in preassessment document reviews with any notation of877
things to verify; and (3) space for the summary of on-site interviews and document reviews.  It may also878
be helpful to include space for comments from the analysis of the evidence, whether there is a negative879
or positive finding and/or a noteworthy effective practice.  An example matrix appears in Table 2. 880
Additional information regarding interviewing skills is given in Appendix B.881

When completed, the checklists and other assessment aids demonstrate that the assessment882
was conducted, that it was conducted in an orderly and complete manner, and that all assessment883
issues were addressed.  Assessors will probably find it difficult to retain in memory the details of every884
interview or document review so it is important to record the information while it is still fresh in the885
assessor’s mind.  Completed checklists and other assessment aids also provide an information base for886
assembling findings for the closing meeting and the assessment report.887
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Conduct the 
Closing Meeting

Compile 
Preliminary 
Findings

Review Documents 
and RecordsConduct Interviews

Conduct the 
Opening 
Meeting

Reference Results 
of Information 

Collection Activity

Figure 7.  Flow Chart for Conducting the
Assessment

CHAPTER 4888

CONDUCTING THE ASSESSMENT889
 890

After the assessment planning is complete891
(as described in Chapter 3), the assessment is892
conducted.  Figure 7 indicates the steps for actually893
conducting the assessment, which are described in894
more detail in this chapter.895

The on-site portion of an assessment may896
last for a few days.  The assessment team remains897
aware that the assessment is disruptive of the normal898
activities of the assessee.  The assessment team uses899
due professional care in conducting the assessment. 900
The assessment team is considerate of the901
interviewees  scheduling constraints and is as902
professional and efficient as possible.903

At least once each day during a multiday904
assessment, the assessment team meets privately to905
share information gathered so far and to discuss906
potential findings and possible problem areas.  If907
contradictory information has been gathered, more information may need to be collected to resolve the908
contradiction.  The assessment team may need to discuss and possibly revise the assessment schedule. 909
In the discussions of assessment schedule, the assessment team leader will make sure that the910
assessment stays on track and that team members are not distracted by minor issues.  The team911
members needs to be able to contact the leader between the daily meetings in case they encounter a912
problem they cannot address.913

Similarly, the team may need close contact with the assessee to facilitate scheduling changes.  If914
needed, the assessee will provide staff to escort the assessment team and see to their needs for915
communications, photocopying, etc.  If possible to do so within the assessment schedule and if916
appropriate for the particular assessment, daily briefings between assessors and assessees can be held. 917
These provide an opportunity to map out the next day s schedule and to ask for additional documents. 918
If daily briefings are not possible because of scheduling constraints, it may be appropriate contact the919
assessee s QA Manager and to establish a time to talk with the QA Manager when needed.  Many920
assessors also find it useful to meet with the assessee s QA Manager before the closing meeting to921
discuss the findings.922
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4.1 CONDUCT THE OPENING MEETING923

A successful opening meeting with the assessee’s senior management, QA Manager, and other924
staff as appropriate is critical to the success of the assessment.  The assessment team keeps a list of925
attendees with name, titles, affiliations, phone numbers, and mailing and e-mail addresses for post-926
assessment contacts.  If some of the assessees are anxious or irritated at having to spend time on the927
assessment, the assessment team leader can make every effort to reduce the anxiety level by focusing928
on the purpose of the assessment and by emphasizing that the team will minimize disruptions of the929
organization’s normal activities.930

The opening meeting is an opportunity to describe what will be done, why, when, and how931
during the assessment.  An example agenda for this meeting is presented in Figure 8.  The meeting932
generally starts with introductions and thanks for ongoing cooperation with the assessment.  The933
assessment team leader will introduce the assessment team members and review the objectives of and934
authority for the assessment, assessment scope and criteria, the principal questions to be asked during935
interviews, the expectations for the936
reviews and reports, and the process for937
assessment report review.  If this938
assessee organization has been assessed939
previously by the same organization, any940
changes and additions to the process941
since the previous assessment will be942
noted, so the meeting may take less time. 943
Afterward, the assessee management will944
be invited to ask questions about the945
assessment.  There are no hidden agenda946
and surprises.  Questions are answered947
directly, truthfully, and without hesitation. 948
The entire meeting lasts no longer than949
30 to 45 minutes.  At the conclusion of950
the opening meeting, the assessee951
provides any last-minute changes to the952
list of interviewees and the schedule for953
the interviews. 954

955
956

4.2 REVIEW DOCUMENTS AND RECORDS957

Information is gathered by reviewing written documentation, such as documents and records,958
during the assessment.  Assessments typically verify records for evidence of compliance with the quality959
system requirements, as stated in the Quality Management Plan.  Documents are examined to find960

Opening Meeting Agenda with Senior
Management and QA Manager

1. Introductions
2. Authority for and purpose of the assessment 

(if needed, for repeat assessment)
3. Assessment scope, criteria, and schedule for

interviews and document reviews
4. Assessment reporting process (with any

differences from previous assessment)
• Closing meeting
• Report content and schedule
• Report review process and schedule
• Corrective action plan and implementation

tracking
• Final report and distribution

5. Questions and answers
6. Conclusion

Figure 8.  Agenda for the Opening Meeting
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relevant data and records and to supplement information collected in interviews.  Planning documents,961
prior assessment reports, and standard operating procedures are examples of the types of962
documentation that are included in the document review.  Some of these documents may have been963
reviewed by the assessment team during the planning phase of the assessment and do not need to be964
reviewed on site.  As discussed below, working papers, such as completed assessment checklists and965
matrices, are prepared during the assessment to keep track of the sources of all information. 966

During the document review, the assessment team collects information that answers specific967
questions and topics in the assessment plan.  The documents to be examined have been identified in the968
assessment plan to allow the assessee to assemble the documents before the assessment, making the969
assessment team’s review more efficient.  Including the preliminary list of documents to be examined in970
the assessment plan helps the assessment team track the document review process during the on-site971
portion of the assessment.  It is possible that additional documents will be identified and requested for972
review during the assessment.  The assessment plan also lists the documents to be provided to the973
assessment team prior to the assessment and the time frame for receiving those documents.  However,974
organizations may document their quality system and its components differently, or may use different975
titles for their documents.  The list of quality records and documents in Section 3.6 is a starting point for976
the types of documents to review.977

The following are some generic questions for documents being reviewed:978

• If the document is required for the quality system, does it actually exist?  If not, do plans979
exist to prepare the document?  Does the assessee need assistance in preparing this980
document?981

• Is a copy of the document readily available for review by the assessor?982
• Is the document stored in an organized fashion?983
• Is the document accessible to the staff who need to use it?  Do they use it?984
• Is there evidence (e.g., signature page entries) that the document has been reviewed985

and approved in the manner specified for the quality system?986
• Is the document up to date?  If it has to be updated periodically, is this being updated987

according to schedule?988
• Is the document in a format that is reasonable for its intended purpose?  Is it readable?989
• Does the document cite the appropriate quality system requirement?990
• Does the document do what it is supposed to do?991
• Does the document present evidence that the quality system is functioning as required?992

4.3 CONDUCT INTERVIEWS993

The basics of an assessment interview are described in this section.  Appendix B gives more994
information on interviewing techniques and skills.  Examples of interview questions are presented in995
Appendix C, and Appendix D is an example assessment checklist.996
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During interviews, emphasize that the quality system is being assessed, rather than the997
individuals in the organization.  Interviewees can be reassured that their job performance is not being998
judged.  The organization’s management can set an example for the staff by projecting a positive999
attitude toward the assessment and the assessors.1000

Assessment interviews are generally limited to one hour.  As is discussed in Appendix B, when1001
possible, given the staffing, time, and other resource constraints, many assessment teams prefer to have1002
two assessors participate in all interviews.  The assessment team needs to remain flexible during the1003
interviewing process to accommodate last-minute changes resulting from scheduling conflicts, retrieval1004
of documentation, and so on.  All of the interviewers are introduced at the start of the interview.  One1005
of the interviewers briefly discusses the purpose of the assessment, how and why the interviewees were1006
selected, what information is needed from the interview, and what will be done with the information. 1007
One useful point to make at the start of the interview is that the assessment report will not attribute1008
specific comments to specific interviewees.  The interviewees are allowed an opportunity to ask1009
questions.  Assessors use the assessment checklist as a guide, not a script to be rigidly followed.  1010

Generally, only one interviewee is included in each interview, but there are circumstances  in1011
which more than one interviewee will be included.  For instance, some assessee management may insist1012
on having their QA Manager or a management representative attend selected interviews.  Also, when1013
there is a team working together on a project, it may be expedient to interview the team together so that1014
all of the questions can be answered at one time.  During the interviews, the interviewer is careful to1015
ensure that the information is provided by the interviewee without prompting by the manager or any1016
other management representative who may be present.  While the manager or a management1017
representative are welcome to attend interviews, they are not allowed to direct or signal the interviewee1018
what the acceptable answer is from their perspective. 1019

Assessment questions do not lead the interviewee toward a specific response that the assessor1020
expects to hear because the assessment findings will become biased.  Leading questions can be1021
avoided by making them open ended rather than close ended.  The following close-ended and open-1022
ended questions illustrate how poorly designed assessment questions may produce a biased response:1023

Close-ended:  Are appropriate technical experts involved in the project planning process?1024

Open-ended:  What is the role of technical experts in planning your office’s projects?1025

Because an open-ended question provides no structure for the answer, the interviewee may1026
provide information that is not directly relevant to the issue at hand.  The interviewer keeps the1027
interviewee focused on the issue.1028

At the end of each interview, the interviewer repeats how the assessment findings will be used,1029
mentions the possibility of follow-up, asks if there is anything more that the interviewee would like to1030
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add, and then thanks the interviewee for his or her time.  Interview times are structured so that after1031
each interview, the interviewer(s) has sufficient time to review and complete notes before the next1032
interview.  1033

4.4 REFERENCE RESULTS OF INFORMATION COLLECTION ACTIVITY 1034

During an assessment, each assessor compiles working papers that record observations from1035
interviews and document reviews as well as the sources of these observations.  These working papers1036
are retained by the assessors as evidence for all statements made in the assessment result reports.  The1037
technique of referencing the assessment findings to the working papers imposes a high standard for note1038
taking.  The assessment team understands the need to record all information accurately during1039
interviews and document reviews.  The assessment checklist can function as working papers provided1040
that sufficient space for notes is available on the form.  Taking good, organized notes during the1041
assessment, particularly notes geared to the assessment issues, will make preparing the report easier.1042

4.5 COMPILE PRELIMINARY FINDINGS1043

Before the closing meeting, the assessment team members come together to review and1044
summarize their observations from the interviews and document reviews and discuss the preliminary1045
findings.  One approach to compiling team findings is to have each team member nominate candidate1046
findings and then discuss the specific observations supporting each candidate finding.  This approach1047
allows the team to resolve any uncertainties or inconsistencies regarding individual findings and to1048
determine the relative importance of individual findings.  The assessment team leader has final authority1049
for decisions on the findings, but all team members are expected to have input.  It is important that1050
findings be prioritized according to their significance so that important findings are not lost within a list of1051
trivial concerns.  Remember that the assessment plan can assist with the interpretation of observations1052
and aids in identifying findings.1053

1054
The initial findings are presented in the closing meeting, but it is also a good idea to meet with1055

the assessee’s QA Manager or his or her designated point of contact before that meeting to gain the1056
organization’s perspective on issues and to share details about other issues identified during the1057
assessment that may not be of interest to management. 1058

The initial findings may have limitations.  For example, notes may not have been completely1059
studied and discussed.  If documents are being taken for further study, new information may be1060
identified that will change the interpretation and lead to different or additional findings.  The assessment1061
team will commit to contacting the assessee if findings change.1062

The assessment team leader develops a summary or overview of the assessment and the1063
preliminary findings.  The assessment team is well prepared to discuss the findings at the closing1064
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meeting.  Development and implementation of corrective actions are the responsibility of the assessee,1065
but the assessment team can provide technical assistance, when appropriate.1066

1067
4.6 CONDUCT THE CLOSING MEETING1068

Generally the closing meeting is attended by the same group that attended the opening meeting. 1069
Important talking points to be stressed during the closing meeting include:1070

• findings from the assessment and any relevant observations are preliminary1071
• findings may change if the review is incomplete (particularly, if the findings of individual1072

assessors have not yet been generalized to the findings for the entire quality1073
system—this may not be available at1074
the time of the closing meeting)1075

• the assessee will be contacted if the1076
findings change or if more information1077
is needed; findings will be made1078
available to the assessee before the1079
report is finalized1080

• findings can be addressed by the1081
assessee before the report is finalized1082

• technical assistance can be provided1083
by the assessment team for1084
determining appropriate corrective1085
action, if requested1086

• confidentiality and dissemination of1087
assessment findings, and the schedule1088
for reports are discussed.1089

The participants are thanked for their1090
cooperation, time, and help.  An example agenda for1091
the closing meeting is presented in Figure 9.1092

Closing Meeting (Same attendees as
Opening Meeting, or assessee’s choice)

1. Introductions (if needed) and appreciation
for assistance and cooperation

2. Brief discussion of deviations from the
assessment plan (if needed)

3. Preliminary findings with discussion of
corrective action (if needed)
• Addressing findings before final report
• Technical assistance and

recommendations
4. Procedure for contact if findings change
5. Assessment reporting process review 

(if needed)
6. Questions and answers
7. Conclusion

Figure 9.  Agenda for the Closing Meeting
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Corrective Action 
and Follow-Up 

Activitities

Evaluate 
Collected 

Assessment 
Information

Quality 
Improvement

Close-Out 
Letter

                  Report Findings

Draft Assessment Report Reviewed by:

1.  All assessment teams members,
2.  Assessing organization's management,
3.  Authorizing entity, and
4.  Assessee

Final Audit Report Prepared and Submited

Figure 10.  Typical Steps for
Assessment Reporting and Follow-up

CHAPTER 51093

REPORTING AND FOLLOW-UP1094

After the assessment is complete, the1095
assessment team summarizes the findings in a timely1096
manner.  The report will have more of an effect on the1097
quality system if it is received while the assessment is still1098
fresh in the assessee’s mind.  An assessment report is1099
prepared, reviewed, and then submitted to the assessee,1100
typically to check the report for accuracy.  After1101
comments by the assessee are resolved, the final1102
assessment report is prepared.  Figure 10 presents the1103
steps for reporting and follow up.1104

5.1 EVALUATING COLLECTED1105
ASSESSMENT INFORMATION1106

Soon after completing the on-site portion of the1107
assessment, each team member reviews all his or her1108
collected materials, working papers, and notes, and1109
prepares preliminary findings.  The assessment team1110
leader consolidates the preliminary findings and1111
circulates them to team members, who add more1112
material and can suggest new findings based on1113
additional review of their notes and other materials1114
obtained during the assessment.  Findings are tested1115
against the evidence, such as the documents and records1116
reviewed.  At this point, it is critical that the team1117
determine whether the findings are relevant to the1118
assessment goals.  The team needs to reach consensus1119
on the message and format, and determine if the findings are clear, coherent, and persuasive.  To avoid1120
surprises, the assessee is contacted to discuss any new findings, as had been previously arranged during1121
the on-site portion of the assessment.  The assessee’s QA Manager or designee can be contacted, if1122
additional information is needed, with copies of any requests sent to the assessee’s management.1123

As discussed in Section 4.4, referencing is a technique for controlling the quality of assessment1124
reports.  All statements are substantiated by notes taken during interviews or review of documentation. 1125
Assessment team members provide highlighted notes and relevant pages of reviewed documents to the1126
report writer to support findings.1127
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5.2 REPORTING FINDINGS1128

The objective of an assessment report is1129
to communicate assessment findings to the proper1130
levels of management.  Different organizations1131
use different formats, but many of these formats1132
clearly state the type of assessment, the assessor,1133
the assessee, what was assessed, the findings,1134
and, if requested by the authorizing entity, the1135
conclusions and recommendations.  An example1136
format is given in Figure 11.  The assessment1137
team leader is primarily responsible for producing1138
the assessment report, but it is a collaborative1139
effort.1140

Many organizations prepare a draft1141
assessment report for review by the assessee,1142
while others present an oral report at the end of the on-site portion of the assessment in lieu of a written1143
draft report.  A draft report provides the assessee with an opportunity to comment on the written1144
document before it is finalized, but this approach does require additional time.  For some assessments,1145
the criteria and issues may be so straightforward as to permit concluding the assessment on site with a1146
presentation of a streamlined report, which does not need additional explanation.  This method, like1147
more conventional reporting, would warrant up-front agreement with both the authorizing entity and the1148
assessee.1149

Use a standard report format with boilerplate text, when appropriate, to make report1150
preparation easier.  Clear and concise writing, without unsubstantiated generalizations or ambiguous1151
remarks, facilitates understanding and appropriate action by the assessee.  Avoid words that could be1152
misinterpreted.  To achieve the goal of quality improvement, significant deficiencies are best addressed1153
in a constructive manner.  The report includes both positive and negative observations, when1154
appropriate.  In the report, the organization’s actions are discussed, but not the actions of specific1155
individuals, because individual interviewees are not quoted in the report.1156

Assessment findings and any need for corrective actions are prioritized relative to the1157
assessee’s overall goals.  Any recommended corrective actions are clearly presented. 1158
Recommendations for addressing corrective actions are provided to the assessee only if outlined in the1159
approved assessment plan or upon request by the authorizing or entity assessee.  An unsolicited1160
recommendation carries a risk of being accepted and implemented, but then leading to unanticipated1161
negative consequences.  Any recommendations that are not specifically linked to any negative findings1162
are identified and justified.1163

1. Background, Purpose, and Scope
2. Summary and Findings
3. Corrective/Response Actions and

Recommendations
References
Appendices
A. Assessment Plan
B. List of Personnel Interviewed
C. List of Documents and Records Reviewed
D. Corrective Action Plan

Figure 11.  Example Assessment Report
Outline
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When the need for corrective actions is identified, it is helpful to attach a chart for the assessee1164
to fill in that gives a corrective action plan with a proposed schedule.  The assessment team may1165
provide a shell of the corrective action plan in the draft report that includes the specific findings; an1166
example of this shell is given in Table 3.  If no corrective actions are identified, the report with1167
recommendations can be recorded and sent to the assessee to check for accuracy.1168

Table 3.  Example of a Shell of a Corrective Action Plan1169

Finding1170
Number1171 Report Finding

Corrective
Action

 Responsible
Official

Due Date

11172 Oversight of field and laboratory
activities is not routinely
implemented as described in the
Quality Management Plan.

  1173
Typically, the draft report is reviewed by all team members, then by the assessing organization’s1174

internal management, then by the authorizing entity.  Finally, the report is transmitted to the assessee1175
with a transmittal memorandum or letter.  When the report is sent to the assessee for comment, a1176
specific date for receiving comments is stated in the transmittal memorandum or letter.1177

The assessee completes the corrective action plan and submits it to the assessment team for1178
approval, generally along with any other comments on the draft report.  This submission sets the stage1179
for follow up with specific commitments by management.  The corrective action plan can specify the1180
organizational positions of the individuals who are responsible for implementing the corrective actions. 1181
If agreed upon, the completed corrective action plan may be sent back from the assessee later than the1182
comments on the draft assessment report.1183

To finalize the report, the assessment team incorporates any relevant comments from the1184
assessee when appropriate, corrects any identified factual errors, and resolves any disputes if possible. 1185
Any disputes are resolved at the lowest administrative level possible and in accordance with the dispute1186
resolution process for the assessment system.  If the assessee does not respond in a timely fashion, the1187
assessment team leader will contact the assessee QA Manager or designated point of contact.  It may1188
be necessary for the assessment program manager or the authorizing entity to play a role in dispute1189
resolution.  After final approval for the report is received from the authorizing entity, it is distributed as1190
previously agreed in the assessment plan.1191

5.3 CORRECTIVE ACTION AND FOLLOW-UP ACTIVITIES1192

The development and implementation of corrective actions are the responsibility of the1193
assessee, but the assessment team can provide technical assistance in developing appropriate corrective1194
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actions.  As noted in the previous section, identifying both a deadline and responsible person for1195
implementing corrective actions will facilitate appropriate actions being completed.  Regular reporting1196
may be established, or the assessors may be assigned to periodically contact the organization’s QA1197
Manager.  Another means of follow up can be to have a designated assessor check progress with the1198
assessee within a designated time frame on a particular issue. The assessors also make sure that they1199
provide any promised assistance or reviews.  1200

Documenting the follow-up activities will ensure that a subsequent assessment team will be able1201
to track activities.  Often, this follow up is accomplished during subsequent assessments.  In addition,1202
this follow up may be done by receiving and reviewing reports summarizing the corrective actions or by1203
tracking them in routine reports, such as the QA Annual Reports and Work Plans that are submitted by1204
EPA Program Offices, Regional Offices, and National Research Laboratories.  These reports1205
document activities of the quality system or revisions to the Quality Management Plan.1206

5.4 FORMAL CLOSE OUT OF ASSESSMENT 1207

After all assessment activities are complete, the assessment is closed.  This occurs after a1208
response from the assessed organization, an acceptable corrective action plan (if necessary), and1209
verification of completion of corrective action are received.  The assessment file is reviewed to ensure1210
that it is complete before it is archived.  The assessment team leader may issue a close-out letter stating1211
that all actions associated with the assessment are complete.  The close-out letter is added to the file. 1212
Figure 12 presents an example of a close-out letter.  Not all organizations use a formal close-out letter;1213
some prefer to document close-out of assessments in QA Annual Reports and Work Plans.1214

5.5 QUALITY IMPROVEMENT1215

After an assessment, the team reviews the experience and identifies what went well and what1216
needs improvement in the assessment process.  They also consider how the process is supporting1217
EPA’s environmental decision-making.  The goals for the assessment are revisited.  The findings from1218
one assessment of an organization can be used in planning for its next assessment.  In the future, the1219
assessment team may decide to concentrate on areas where deficiencies were identified, areas with1220
significant staff turnover between assessments, areas added to the program since the last assessment, or1221
areas that were not previously assessed.1222
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Region 12

Juneau, Alaska 99801

April 15, 2003

Julia Bennett, Commissioner
Alaska Department of Environmental Conservation
410 Willoughby Avenue, Suite 303
Juneau, Alaska  99801-1795 

Dear Commissioner Bennett:

This letter confirms the close-out of the assessment of the Alaska Department of
Environmental Conservation’s quality system conducted by Region 12 during the week of
January 27, 2003.  Based on our evaluation of your response to the draft assessment report, we
have determined that all deficiencies have been resolved.  This is reflected in the final assessment
report, which is enclosed.

Thank you very much for your cooperation and assistance during the assessment.  Please
contact me if you have any further questions about the assessment.

Respectfully,

William Shipley
Regional Administrator

Enclosure:  Final Assessment Report

cc: Mark Zimmerman, DEC QA Manager

Figure 12.  Example Close-Out letter
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GLOSSARY1294

assessee - the organization being assessed. 1295

assessment - the evaluation process used to measure the performance or effectiveness of a system1296
and its elements.1297

assessment checklist - a document for systematically recording objective evidence from interviews. 1298
It is useful as a means to obtain information that has not been documented by the assessee.  It consists1299
of a series of specific questions about the quality system.  When completed, the assessment checklist1300
demonstrates that the assessment was conducted, that it was conducted in an orderly and complete1301
manner, and that all relevant aspects of the quality system were addressed during the assessment.1302
  1303
assessment criteria - objective and written reference standards to which the assessed quality1304
system’s characteristics are compared.  These documents may be external requirements coming from1305
outside the assessee as well as the assessee’s own requirements and quality system planning1306
documents.1307

assessment of a quality system - a process for assessing an organization’s practices as they relate to1308
its quality system.  The focus of the assessment process is on the quality system rather than the quality1309
of data to support an individual decision.  Assessments are designed to assess the organization’s quality1310
system and to provide a relatively unbiased and objective source of feedback about the quality system. 1311
The assessment seeks to determine if a quality system is implemented and is operating within an1312
organization in the manner prescribed by the approved Quality Management Plan and consistent with1313
current requirements.1314
  1315
assessment plan - a written document prepared by the assessment team under the direction of the1316
assessment team leader.  It includes the authority and assessment criteria for the assessment, the1317
purpose and scope of the assessment, and a description of organizations that will be visited during the1318
assessment.  The plan includes details, such as a schedule of assessment activities, specific personnel1319
(or job positions) to be interviewed, and specific files and documentation that will be reviewed during1320
the assessment.1321
  1322
assessment team leader - the person responsible for all phases of the assessment.  The assessment1323
team leader has management ability and experience and is given authority to make final decisions1324
regarding the conduct of the assessment and any assessment findings.1325

assessor - the person or team of people who perform the assessment.  The assessor can be either1326
internal (part of the organization being assessed) or external.1327
  1328
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audit - a systematic and independent examination to determine whether activities and related results1329
comply with planned arrangements and whether these arrangements are implemented effectively and are1330
suitable to achieve objectives.1331

authorizing entity - whomever authorizes the assessment and has the authority to do so.  This is often1332
the individual responsible for the quality system that is being assessed.1333

corrective action - action taken to eliminate the causes of an existing nonconformance, deficiency, or1334
other undesirable situation in order to prevent recurrence.1335

deficiency - a negative assessment finding (i.e., a nonconformance) that renders the quality of an item1336
or activity unacceptable or indeterminate; nonfulfillment of a specification or standard.1337

document - any compilation of information that describes, defines, specifies, reports, certifies, requires,1338
or provides data or results pertaining to environmental programs.1339

documentation - comprises documents and records.1340

environmental data - any measurements or information that describe environmental processes,1341
locations, or conditions; ecological or health effects and consequences; or the performance of1342
environmental technology.  For EPA, environmental data include information collected directly from1343
measurements, produced from models, and compiled from other sources such as data bases or the1344
literature.1345

environmental data operation - work performed to obtain, use, or report information pertaining to1346
environmental processes and conditions.1347

external assessment - see management independent assessment.1348

extramural agreement - a legal agreement between EPA and an organization outside EPA for items1349
or services to be provided.  Such agreements include contracts, work assignments, delivery orders,1350
task orders, cooperative agreements, research grants, state and local grants, and EPA-funded1351
interagency agreements.1352

financial assistance - the process by which funds are provided by one organization (usually the1353
government) to another organization for the purpose of performing work or furnishing services or items. 1354
Financial assistance mechanisms include grants, cooperative agreements, and government interagency1355
agreements.1356
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finding - an assessment conclusion that identifies a condition having a significant effect on an item or1357
activity.  An assessment finding may be positive or negative, and is normally accompanied by specific1358
examples of the observed condition.1359

graded approach - the process of applying managerial controls to an item or work according to the1360
intended use of the results and the degree of confidence needed in the quality of the results.1361

independence - freedom from bias and external influences that could affect the assessor’s objectivity.1362

independent assessment - see management independent assessment.1363

internal assessment - see management self-assessment.1364

management - those individuals directly responsible and accountable for planning, implementing, and1365
assessing.1366

management independent assessment - the qualitative evaluation of a particular program operation1367
and/or organization(s) by those immediately responsible for overseeing and/or performing the work to1368
establish whether the prevailing management structure, policies, practices, and procedures are adequate1369
for ensuring that the type and quality of results needed are obtained.1370

management self-assessment - the qualitative evaluation of a particular program operation and/or1371
organization(s) by someone other than the group performing the work (either internal or external to the1372
organization) to establish whether the prevailing management structure, policies, practices, and1373
procedures are adequate for ensuring that the type and quality of results needed are obtained.1374

management system audit - see management independent assessment.1375

management system review - an assessment of a developing quality system, including technical1376
assistance in developing the quality system, as well as evaluation of the quality system.1377

nonconformance - a negative assessment finding of a deviation from standards, requirements, and1378
documented practices, which may be either a deficiency or a weakness.1379

noteworthy practice or condition - a positive assessment finding; a strength.1380

observation - an assessment finding that identifies a neutral condition that does not represent a1381
significant impact (either positive or negative) on the quality of an item or activity, based on1382
observations, measurements, or tests that can be verified.1383
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organization - a company, corporation, firm, enterprise, or institution, or part thereof, whether1384
incorporated or not, public or private, that has its own functions and administration.  In the context of1385
EPA Order 5360.1, an EPA organization is an office, region, national center, or laboratory.1386
procedure  - written instructions for performing a tasks, not the actions themselves.1387

quality assurance - an integrated system of management activities involving planning, implementation,1388
documentation, assessment, reporting, and quality improvement to ensure that a process, item, or1389
service is of the type and quality needed and expected by the customer.1390

quality control - the overall system of technical activities that measures the attributes and performance1391
of a process, item, or service against defined standards to verify that they meet the stated requirements1392
established by the customer; operational techniques and activities that are used to fulfill requirements for1393
quality.1394

Quality Management Plan - a document that describes a quality system in terms of the organizational1395
structure, policy and procedures, functional responsibilities of management and staff, lines of authority,1396
and required interfaces for those planning, implementing, documenting, and assessing all activities1397
conducted.1398

quality procedures - written instructions for planning, implementing, documenting, or assessing1399
specific activities associated with the quality system.1400

quality system - a structured and documented management system describing the policies, objectives,1401
principles, organizational authority, responsibilities, accountability, and implementation plan of an1402
organization for ensuring quality in its work processes, products (items), and services.  The quality1403
system provides the framework for planning, implementing, documenting, and assessing work1404
performed by the organization and for carrying out required QA and QC activities.1405

record - a completed document that provides objective evidence of an item or process.  Records may1406
include photographs, drawings, magnetic tape, and other data recording media.1407

self assessment - see management self-assessment.1408

strength - a positive assessment finding; a strong attribute or inherent asset.1409

weakness - a negative assessment finding (i.e., a nonconformance) that does not necessarily result in1410
unacceptable data.1411

working papers  - documents such as checklists that are used to record information during the1412
assessment.1413



Peer Review Draft
EPA QA/G-3 January 2002A-1

APPENDIX A1414

GUIDANCE FOR THE ASSESSEE1415

This appendix provides guidance for those being assessed, who may not be interested in all of1416
the details provided in the main document.1417

What is a quality system?1418

A quality system is the set of management policies and procedures and related technical1419
procedures that an organization has developed and documented to ensure that its products and services1420
(e.g., environmental data collection, environmental technology) attain some specified quality objectives. 1421
The top management of the organization initiated the development of these policies and procedures and1422
now stands behind them as the expected way of doing things in the organization.  The quality system1423
may have been developed in response to internal initiatives or external requirements.1424

What is an assessment of a quality system?1425

An assessment of a quality system is a systematic, independent, and documented examination1426
that uses specified assessment criteria to answer one or more of the following questions about an1427
organization’s quality system:1428

• If an organization is developing a quality system, what QA activities remain to be1429
implemented and what technical assistance by the assessors will promote the1430
development and implementation of this quality system?1431

• Is the organization’s quality system documented and fully implemented?1432
• Does the organization understand external quality requirements?1433
• Does the quality system comply with external quality requirements?1434
• Do the activities that are being performed by the organization comply with its quality1435

system documentation, particularly the Quality Management Plan?1436
• Are the quality system procedures implemented effectively?1437
• Does the quality system support environmental decision making with processes that1438

ensure that data are sufficient in quantity and quality appropriate for their intended1439
purpose?1440

An assessment of a quality system has a different focus from a technical systems audit, which1441
determines whether the organization’s technical procedures are being followed and whether they1442
generate work products of a specified quality.  Rather, it looks at the management policy and1443
procedures that are used to plan, implement, assess, and correct the technical activities.1444
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The assessment strives to be objective and is performed by assessors who are independent of1445
doing or managing the technical activities.  The assessors have no vested interest in the quality system1446
being assessed.1447

Why is an assessment needed?1448

EPA organizations are required to perform assessments of their quality systems at least1449
annually.  EPA regulations governing extramural agreements require assessment of extramural1450
organizations by EPA.  Extramural organizations are required to perform periodic internal assessments1451
of their own quality systems.  An extramural organization’s use of assessments is described in its Quality1452
Management Plan.1453

One purpose of an assessment is to improve the assessee’s quality system, whether it is mature1454
or developing.  Another purpose of an assessment is to provide valid feedback to management on the1455
adequacy, implementation, and effectiveness of the quality system.1456

Who are the assessors?  Who do they represent?1457

Assessors may either be from part of the organization being assessed (internal) or from outside1458
the organization being assessed (external).  They are trained for their assessing responsibilities and have1459
reviewed relevant materials to prepare for the particular assessment.  They represent the authorizing1460
entity; that is, the organization that authorized the assessment.  Often the authorizing entity is the1461
individual responsible for the quality system in an organization.1462

What are the criteria for the assessment?1463

Assessment criteria are objective and written reference standards to which the assessed quality1464
system’s characteristics are compared.  These documents may be external requirements that are1465
applicable to the assessee as well as the assessee’s own requirements and quality system planning1466
documents.  Assessment criteria are agreed upon by the assessors, the authorizing entity, and the1467
assessee before the assessment begins.  Generally, the following documents outline the assessment1468
criteria for quality systems for work performed by or for EPA:1469

• Order 5360.1 A21470
• EPA’s Quality Manual1471
• EPA requirements for Quality Management Plans1472
• ANSI/ASQC specifications and guidelines for quality systems1473
• the assessee’s Quality Management Plan1474
• the assessee’s reports (e.g., quarterly progress reports or Quality Assurance Annual1475

Report and Work Plan)1476
• QA and QC requirements in regulations.1477
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What can I expect to happen during an assessment?1478

In addition to determining compliance with quality system requirements, an assessment is an1479
opportunity for the assessed organization to obtain independent feedback about the suitability and1480
effectiveness of its own quality system.  An assessment is an opportunity for recognition of the1481
assessee’s commendable practices and a chance to “showcase their talents.”  Assessments also1482
provide an opportunity for two-way communication between the assessee and the assessment team. 1483
Assessees are encouraged to keep a spirit of cooperation through the assessment process. 1484
Assessments emphasize quality improvement.1485

What does “no surprises” mean?1486

Assessments will be performed in an open and collegial manner, and every effort will be made1487
to avoid surprises.  The “no surprises” approach means that the assessee will be made fully aware of1488
the scope of the assessment and how the findings will be used before the assessment takes place.  The1489
assessee will be invited to contribute to assessment planning to help assure that they understand what1490
will be done.  Moreover, the draft report will not introduce any issues that were not discussed at the1491
closing meeting or in later discussions.1492

What logistical arrangements are required for an assessment?1493

The assessment team will make initial contact with the assessee to announce its intention to1494
conduct an assessment, discuss possible dates, describe the criteria and scope of the assessment,1495
request necessary documents, and reserve space for document reviews and interviews.  The assessee is1496
candid in the discussion about the personnel and program schedules so that the assessment does not1497
occur at a time when the needed staff members are unavailable.  The assessee is encouraged to1498
respond to requests for information in a timely manner because making information available before the1499
assessment will reduce disruptions during the assessment.  The assessee designates a point of contact,1500
usually the organization’s QA Manager, for the assessment.  The assessee informs the assessment team1501
of any necessary procedures for admittance to the assessment site and any safety requirements.  If the1502
assessment will involve CBI, the assessee notifies the assessment team leader so that the CBI process1503
can be initiated.  The assessee may also provide information about travel logistics and local1504
accommodations.  1505

The assessee arranges for appropriate personnel to be present at the opening and closing1506
meetings and available for interviews.  Assessment interviews generally last for one hour.  The assessee1507
has adequate space available for the meetings, interviews, and document reviews.  While some1508
documents, records, and files will be sent to the assessment team ahead of time, others will need to be1509
readily accessible during the on-site portion of the assessment.  It may be appropriate for the1510
assessee’s QA Manager or other designated point of contact to brief the assessee’s senior management1511
prior to the on-site assessment.1512
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The assessee will want to inform their personnel of the impending assessment and arrange for1513
their participation in the assessment.  Ideally, the assessee conveys a positive attitude about the1514
assessment and the assessors.  Staff members understand that the quality system, not the interviewees,1515
is being assessed.  The assessee may want to perform self-assessments in preparation for an1516
independent assessment.  These self-assessments will keep the staff aware of assessment procedures1517
and encourage maintenance of necessary documents and records.1518

Occasionally, an unexpected event occurs, and there is a sudden change of plans.  The1519
assessment agenda may require rearrangement, or there may be a substitution of personnel resulting1520
from illness.  The assessment team is notified of these changes as soon as possible.1521

What will the assessment notification and assessment plan contain?1522
  1523

The notification memorandum will identify the assessment team members and their affiliations1524
and define the assessment scope, the assessment criteria, assessment authority, and a tentative1525
schedule.  The assessment plan will specify the authority for the assessment, the assessment criteria, and1526
the purpose and scope of the assessment.  Details such as a schedule of assessment activities, specific1527
personnel to be interviewed, and documentation to be reviewed will be included in the assessment plan. 1528
The assessment plan will clearly state the rules for dissemination of assessment findings and1529
confidentiality for the particular assessment.  Ideally, the assessee receives written notification and the1530
formal assessment plan at least two weeks before the assessment or in enough time to schedule the1531
interviews and to collect the documents to be reviewed.1532

Will the assessment cover only the points specified in the assessment plan?1533

The assessment plan provides a comprehensive approach to the assessment, based on the1534
assessment team’s understanding from reviewing relevant quality system documents before the1535
assessment.  During the assessment, however, the assessment team may realize that there are other1536
aspects of the quality system that require additional attention.  This may require minor changes to the1537
assessment plan, which will be documented by the assessment team and discussed with the assessee’s1538
management.  If the organization’s quality system is not fully implemented, the assessment may be1539
focused on promoting its development, rather than listing its deficiencies.1540

What can I expect to occur during the opening meeting?  What do we talk about during the1541
meeting?  Who is coming to the meeting from the assessor side?1542

The opening meeting is generally attended by the assessee’s QA Manager, senior staff, other1543
staff as appropriate, and the assessment team.  At the opening meeting, all assessee personnel and the1544
assessment team introduce themselves.  The assessment team will briefly discuss the assessment scope1545
and criteria.  The assessee is prepared to ask any questions that they have and to respond to questions1546
from the assessment team.  Although an assessee may feel anxious about the assessment, the1547
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assessment is approached as something that will benefit the assessed organization.  The assessors can1548
look at the quality system objectively and provide assistance to the organization based on experiences1549
from other assessments.  This approach helps to ensure that the assessment will promote improvements1550
in the quality system.1551

What will happen during the assessment?1552

During the assessment, the staff will be interviewed as specified in the assessment plan.  The1553
quality system is the focus of the assessment, rather than the individuals in the organization.  There is no1554
need for the interviewees to feel that their job performance is being judged.  Management can set an1555
example for the staff by projecting a positive attitude toward the assessment and the assessors.1556

Staff cooperate with the assessment team during the assessment.  They respond appropriately1557
and fully to the assessor’s questions.  Their responses remain focused on the topic of the question and1558
do not include tangential material.  It is possible that an assessor may misunderstand a particular1559
response.  In that event, a respondent attempts to correct any apparent errors in the assessor’s1560
understanding.  An appropriate question to the assessor may help to clarify the assessor’s1561
understanding.  Remember that the interviewees are more familiar with their quality system than the1562
assessor, who is attempting to cover a lot of material in a short time.1563
 1564

Documents and records, as specified in the assessment plan, will be reviewed to verify1565
evidence of compliance with the quality system requirements.  Files are examined to find relevant data1566
and records and to confirm information collected during interviews.1567

During the assessment, the organization’s quality manager can act as liaison with the assessment1568
team and can address any logistical needs that arise.  If needed, the quality manager can provide an1569
escort for the assessment team while they are on site.1570

What can I expect to occur during the closing meeting?1571

The closing meeting is generally attended by the same staff that attended the opening meeting. 1572
At this meeting, the assessment team leader discusses the team’s findings.  If contrary evidence exists of1573
which the assessors are unaware, this is the time to present it.  If the assessors have misunderstood1574
anything, this is an opportunity to offer correction.  If the assessors have requested information during1575
the assessment that was not immediately available, the assessee notes this request and provides the1576
information on a realistic timetable.  If the information will not be available when needed by the1577
assessors, the assessee states candidly why it is not available.1578
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How will the assessment be reported?1579

Many assessment organizations prepare a written draft assessment report for review by the1580
assessee, while others present an oral report at the end of the on-site portion of the assessment in lieu of1581
a written draft report.  In either case, the assessment team will prepare a written final report, which1582
incorporates any relevant comments from the assessee when appropriate, corrects any identified factual1583
errors, and resolves any disputes if possible.  After final approval for the report is received from the1584
authorizing entity, it is distributed as previously agreed in the assessment plan.1585

A written draft report, when that approach is used, provides the assessee with an opportunity1586
to comment on the report before it is finalized, but this approach does require additional time.  The1587
assessment team will send the draft report to the assessee for review after it has been reviewed by the1588
assessing organization and authorizing entity.  This is an opportunity for the assessee to correct any1589
factual errors in the report.  The assessee’s review can be thorough, but timely.  If the assessee does1590
not respond in a timely fashion, the assessment team leader will contact the assessee QA Manager or1591
designated point of contact.  The assessee will complete the corrective action plan (if one is attached to1592
the draft report) and include the planned corrective action, responsible party, and due date.  The1593
confidentiality and dissemination of assessment findings and reports have been decided and agreed to1594
during the assessment planning process, and the agreement is documented in the assessment plan.1595

For some assessments, the assessment criteria and issues may be so straightforward as to1596
permit concluding the assessment on-site with a presentation of a streamlined report, which does not1597
need additional explanation.  This method, like more conventional reporting, would warrant up-front1598
agreement with both the authorizing entity and the assessee.1599

How do I address any problems with the assessment findings?  What happens if I disagree1600
with them?1601

Any disputes over the assessment findings and the draft report are resolved at the lowest1602
administrative level possible and in accordance with the dispute resolution process for the assessment1603
program.  It may be necessary for the assessment program manager or the authorizing entity to play a1604
role in dispute resolution.  If any serious problems are noted by the assessee during the assessment,1605
such as inappropriate assessor behavior or release of confidential information, the assessee notifies the1606
management of the assessing organization.1607
 1608
What do I do after the assessment?1609

In addition to reviewing the assessment report, the assessee is responsible for developing,1610
implementing, following up on, and tracking corrective actions.  The assessment team may provide1611
assistance and check with the assessee to follow up, but the assessee is responsible for their quality1612
system and any improvements to it.1613
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How will the assessment findings be distributed?  What about confidentiality?1614

Procedures for distribution and confidentiality of the assessment report are agreed to ahead of1615
time by the assessment team, the assessee, and the authorizing entity and are documented in the1616
assessment plan.1617
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APPENDIX B1618
  1619

INTERVIEWING SKILLS1620

Communication skills can be easily overlooked or underappreciated, but in conducting1621
assessments they may be as important as technical skills.  The goal of the assessment interviews is to1622
generate data that are reliable, unambiguous, and of the type, quality, and quantity needed to meet the1623
objectives of the assessment.  During an assessment, interviews will help the assessment team1624
understand if, how, and to what extent the policies and procedures have been communicated,1625
understood, and implemented.  Interviews are supplemented by documentation reviews, which aid in1626
verifying the existence, implementation, and effectiveness of the actual policies, processes, and1627
procedures.1628

Barriers to effective communication include:1629
 1630
• personal or collective biases toward particular people, ideas, or procedures 1631
• lack of feedback 1632
• poor listening skills1633
• misunderstanding of nonverbal clues1634
• distractions1635
• personality conflicts.1636

  1637
Nonverbal behaviors, such as facial expressions, posture, tone, inflection, position in the room,1638
gestures, and silence, all make a difference in the interviewee’s perception so it is important that the1639
interviewer be aware of his or her own nonverbal behavior and the messages that are being sent to the1640
interviewee.  The interviewer will also want to observe the nonverbal behaviors of the interviewee, but1641
only within the context of the interview.  It is important to neither dismiss nor overinterpret any1642
nonverbal communication and to note that interpretation of body language is not objective evidence.1643

Active listening is an important part of interviewing.  Compared to simply listening, active1644
listening requires a great deal of effort.  Active listening involves verbally responding, with the listener1645
mirroring back the speaker’s message to further clarify understanding.  This lessens the possibility of1646
false assumptions and leads to more accurate interview notes.  Active listening has physical, mental, and1647
motivational aspects.  The physical aspects may include making eye contact with the interviewee and1648
nodding to indicate understanding.  The mental aspect requires that the interviewer pay attention to1649
what the interviewee is saying.  Examples of the motivational aspects of active listening include1650
responses such as “I understand” and “That’s interesting, could you elaborate further?”  An important1651
aspect of active listening is to stop talking and to position yourself to direct your attention to what the1652
speaker is saying.1653

Appropriate feedback during active listening can include:1654
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• neutral (“I see.  Please go on . . .”)1655
• clarifying (“I’m not sure I understand . . .”)1656
• paraphrasing (“So in other words, you are saying that . . .”)1657
• impression checking (“I get the impression that . . .”)1658
• summarizing (“Okay.  To sum up . . .”).1659

  1660
Feedback can be very important, especially if you are receiving nonverbal cues that do not match the1661
verbal message that you hear.1662

Interviews generally consist of three steps:  opening, questions and comments, and summation1663
and closing.  The opening step will include introductions, small talk, explanations (for instance, an1664
explanation of the assessment objective), and agreement to continue with the interview.  The point of1665
the opening step is to help the interviewee feel at ease and to keep the process a “no surprises” one. 1666
During the interview process, the interviewer ensures that the interviewee understands the meaning of1667
the questions as intended.  This may require additional explanation or checking for understanding.  After1668
asking all of the interview questions, the interviewer will summarize the main issues and close the1669
meeting, allowing the interviewee to ask any final questions, ask for clarification of any points, and make1670
any closing statement1671

During the planning step of the assessment, as described in Chapter 3, careful consideration of1672
the types of information that is needed leads to a decision about the types of questions to ask.  Four1673
types of questions, which may be appropriate for use during an assessment, are summarized in Table1674
B-1.1675

Table B-1.   Types of Questions1676

Type1677 Description Example

Open-ended1678 Designed to prompt the speaker
to provide detailed information

“What is the role of technical experts in
planning your office’s projects?”

Directive1679 Leads the speaker to one of two
choices

“If you had to choose a method, would
you choose the EPA method or another
one?”

Leading1680 Hints at the answer the
interviewer is seeking

“Working with too little QA support
doesn’t bother you, does it?”

Hypothetical1681 Questions that place the
interviewee in a hypothetical
situation

“If you were in charge of the support
contract, how would you change the
requirements for QA?”
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No matter which type of question is selected, the questions used in the interview phase of an1682
assessment are intended to be simple and understandable, brief, thought-provoking, limited in scope,1683
and unbiased.  It is important to remember that the way a question is phrased will greatly influence how1684
it is received by the interviewee.1685
  1686

When possible, given the staffing, time, and other resource constraints, many assessment1687
programs prefer to have two assessors participate in all interviews.  One person can ask questions and1688
lead the discussion including thinking of follow-up questions, while the other assessor can listen more1689
carefully and record responses.  The two assessors can switch between these roles.  They can ask1690
questions in a “tag team” alternation in which the listener for one question is preparing to pose the next1691
question to the interviewee.  It is important to remember that the goal is not to complete the checklist,1692
but to use the checklist to obtain the desired information.  The interviewee is allowed time to reflect and1693
answer the question fully.1694

There are a variety of difficult interview situations that the assessor might encounter.  One of1695
these is an apprehensive interviewee.  The characteristics of this interviewee may include an unsteady1696
voice or a “frozen” look.  It is human nature to be apprehensive in an assessment situation, which is why1697
it is important to include introductions and small talk in the interviews.  This behavior does not1698
particularly mean that the person “has something to hide” and usually the interviewee will become1699
helpful after their apprehensions have passed.1700

Another potential problem is a defensive interviewee.  This person may give apprehensive1701
responses, short comments, and may seem concerned about impressions.  It is important that the1702
interviewer recognize his or her effect on the interviewee.1703

Sometimes, the interviewee may be too talkative, with many digressions and long-winded1704
responses.  After the first digression, wait and allow the interviewee to talk for a while before1705
rephrasing the question and trying again.  After the second digression, interrupt and clarify.  While the1706
interview is careful to not harm trust or risk any established rapport, no further digressions is allowed.1707

Another potential problem can be a disorganized interviewee.  This person might seem easily1708
confused or distracted.  The first step is to determine if the interviewee is disorganized by nature or if he1709
or she is confused by the topic or the way the question is asked.  If the latter is the case, further1710
explanation or rewording of the question may resolve the problem.1711
  1712

An arrogant interviewee is characterized by short and sharp answers, acting too busy, and glib1713
or cute responses.  This person may be motivated by fear or nervousness.  It is important that the1714
interviewer keep control of his or her ego and not lose control of the situation.  The goal of the1715
interview is to obtain quality information.1716
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A hostile interviewee may withhold information or provide worthless information.  The hostile1717
interviewee may show open fear or anger or may seem impatient.  If possible, the interviewer1718
determines the reason for the hostility and if there are “hidden objectives” on the interviewee’s part.  If1719
a particular topic seems to evoke hostile behavior, the interviewer leaves this topic until rapport has1720
been reestablished.  The interviewer may decide to end the interview if the hostility does not end, after1721
consulting with the assessment team leader, if possible.1722
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APPENDIX C1723

EXAMPLE ASSESSMENT ISSUES WITH INTERVIEW QUESTIONS FOR1724
DEVELOPING AND MATURE QUALITY SYSTEMS1725

The following six sets of example interview questions are representative of the questions that1726
might be asked about assessment issues.  The sets alternate between questions that are appropriate for1727
a developing quality system and those that are appropriate for a more fully implemented and1728
documented (“mature”) quality system.  Because more information about mature quality systems is1729
available to the assessor before the interviews, the questions about these quality systems reflect more of1730
the need to confirm existing quality processes rather than to gather information about them.  These1731
questions are tailored for three example quality system roles:  senior manager/QA staff supervisor; as1732
manager/staff; and field sampler.  It is expected that an appropriate number and appropriate types of1733
personnel would be selected to assure adequate coverage of the assessment issues.1734
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A. Senior Manager/QA Staff Supervisor for a Developing Quality System1735
Interviewee’s Background and Role in the Quality System1736

• Verify the interviewee’s name, title, and organizational unit, if necessary.  Note the1737
date and time of the interview.1738

• How you ensure the quality of environmental data collected and used by your1739
organization?1740

Quality System Context, Resources and Documentation Status1741

• What quality system functions, for example, project planning, oversight, and record1742
keeping, are critical to your organization’s data collection and use?1743

• What resources have been allocated for the development of the quality system?1744
• Where is the QA Manager/staff in your organizational structure?1745
• What functions are being performed by your organization’s QA Manager/staff?1746
• What is the current status of the documentation of the quality system?1747

Training Policy and Resources1748

• Describe your background in QA principles and procedures.1749
• How do you assure that your staff is familiar with your quality system?1750
• How are the needs of the staff for QA training assessed and met?1751

Systematic Project Planning and Documentation1752

• Describe your organization’s systematic process for project planning.1753
• Who participates in the planning process?1754
• How is the planning process documented?1755
• What is the process for review and approval of QA Project Plans?1756

Additional question areas could include project implementation and oversight, project- and1757
system-level assessments, etc., based on the assessment objectives and issues.1758
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B. Senior Manager/QA Staff Supervisor for a Mature Quality System1759
Interviewee’s Background and Role in the Quality System1760

• Verify the interviewee’s name, title, and organizational unit, if necessary.  Note the1761
date and time of the interview.1762

• What is your role in the quality system?1763

Quality System Communications and Resources1764

• How (and how often) do you communicate with the QA Manager/staff?1765
• What input on the quality system do you receive?1766
• How is the adequacy of QA resources assessed?1767
• What input from the QA staff is considered in resource planning?1768

Quality System Assessment1769

• How are internal assessments planned and scheduled?1770
• How are assessments reported?1771
• Who develops and implements corrective actions in response to assessment findings?1772
• How are disputes handled?1773
• How are corrective actions tracked to completion?1774

Quality Improvement1775

• How do you assure ongoing improvement of your quality system?1776

Additional question areas could include oversight of assistance agreement holders, and 1777
contractors, resource issues concerning compliance, or other issues within the scope of the1778
senior manager’s direct responsibilities.1779
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C. QA Manager/Staff in a Developing Quality System1780

Interviewee’s Background and Role in the Quality System 1781
• Verify the interviewee’s name, title, and organizational unit, if necessary.  Note the1782

date and time of the interview.1783
• Describe your training and experience in quality assurance.1784
• What additional QA training would be helpful to you?1785
• What is your role in the organization’s planning for, collecting, and using environmental1786

data?1787
• To whom do you report in the organization?1788
• What portion of your job is in quality assurance?1789

Quality System Implementation Status1790
• What is the current status of the development of the quality system?1791
• What functions do the quality system now perform in the data collection and use1792

process?1793
• What quality system functions are critical to the data collection and use process?1794
• What QA support do you provide to managers/decision makers and to staff?  What1795

additional QA support are you developing for them?1796
• What is your role in writing the Quality Management Plan? 1797
• How does the organization’s management support the development of the quality1798

system?1799
• What resources have been allocated for the development of the quality system?1800
• What external support, if any, would aid the development of the quality system?1801

Training1802
• How are the training needs of your organization assessed?1803
• What QA training is provided currently to project officers and staff?1804
• What additional QA training for project officers and staff are you developing?1805
• What additional QA training would you like to see made available?1806
• What is the organization’s policy regarding training the staff in QA principles and1807

procedures?1808

Systematic Planning1809
• Describe the process used in research program and project planning.1810
• How does the organization address the needs of data users and decision makers during1811

planning?1812
• What technical support, tools, or expertise (e.g., statistical, field, laboratory) is available1813

or needed for planners? 1814

Additional question areas could include project implementation and oversight, project- and1815
system-level assessments, record keeping, etc., based on the assessment objectives and1816
issues.1817
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D. Quality Assurance Manager/Staff in a Mature Quality System1818

Interviewee’s Background and Role in the Quality System1819

• Verify the interviewee’s name, title, and organizational unit, if necessary.  Note the1820
date and time of the interview.1821

• Describe your training and experience in QA.1822

QA Line of Reporting and Independence1823

• To whom do you report on QA matters in the organization and who appraises your1824
performance?1825

• Describe your current position, especially any duties that relate to environmental data1826
collection or use. 1827

 • What portion of your job is devoted to QA duties?1828
• How is your QA responsibility reflected in your performance agreement?1829

Training and Communications1830

• How and how often are the needs of the staff for QA training evaluated?1831
• How is QA training being tracked?1832
• How are the QA training needs satisfied?1833
• How are new or changes to QA policies and procedures disseminated to the1834

organization?1835

Quality System Assessments1836

• Describe the management support for, the process for, and the frequency of internal1837
assessments of the quality system.1838

• How have the assessments improved the quality system? 1839
• How are corrective actions tracked?1840
• Have there been instances in which the quality of environmental data has been1841

challenged?  If so, what was done to investigate the quality of the data and to1842
respond to the challenge?  What was learned about the quality system?1843

It is expected that documentation would be produced and examined to substantiate1844
responses where appropriate.1845

Additional question areas could include quality system documentation, project planning,1846
implementation and oversight, etc., based on the assessment objectives and issues.1847



Peer Review Draft
EPA QA/G-3 January 2002C-6

E. Field Sampler in a Developing Quality System1848

Interviewee’s Background and Role in the Quality System1849

• Verify interviewee’s name, title, and organizational unit, if necessary.  Note the date1850
and time of the interview.1851

• What is your role in the process of planning for, collecting, and using environmental1852
data?1853

• What training have you received in QA principles and procedures?  1854
• What additional QA training would be helpful?1855

Quality System Support1856

• What support is provided currently by your organization’s QA Manager/staff?1857
• How can your organization’s QA Manager/staff help you further?1858

Quality System Documentation1859

• How do you plan field sampling?1860
• What QA and QC activities in your field sampling are documented?  Explain any1861

process for writing, reviewing, approving, modifying and controlling the version of1862
these documents.1863

Additional question areas could include oversight, record keeping, etc., based on the1864
assessment objectives and issues.1865
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F. Field Sampler in a Mature Quality System1866

Interviewee’s Background and Role in Quality System1867

• Verify the interviewee’s name, title, and organizational unit, if necessary.  Note the1868
date and time of the interview.1869

Training and Communications1870

• What QA training have you received?1871
• How are your training needs assessed and satisfied?  1872
• Where and how are training records kept? 1873
• How do you receive updates to or new QA policies and procedures?1874
• Describe your access to and/or support from QA staff.1875

Quality System Documentation and Record Keeping1876

• Describe your role in developing and implementing QA Project Plans or standard1877
operating procedures for field sampling.1878

• What is the process for review and approval and/or changes?1879
• What other QA documentation do you use (e.g. field notebooks, chain-of-custody1880

forms, etc.)? 1881
• What is the process for review and approval and/or changes?1882
• What is the process for record keeping of these documents during a project and1883

after completion?1884

Implementation and Oversight1885

• How do you get instructions and training for field sampling for a new project?1886
• What QC checks are done as part of field sampling?1887
• How and by whom is the information used?1888
• What type of oversight is done of your field work?1889
• Who decides what will be done and when?1890
• Who oversees the field operation and what is done with the information?1891

Assessments1892

• Have there been assessments of the field sampling program?  When was the most1893
recent assessment?  Who did the assessment?1894
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APPENDIX D1895

EXAMPLE CHECKLIST1896

Assessment of a Quality System1897

Interviewee: __________________________________  Job Category:1898
_________________________________________1899

Interview Date: ______________ Time ____________  Organization:1900
_________________________________________1901

Assessor: _____________________________________  Assessing Organization:1902
________________________________1903

Issues and Questions1904

Source of
Assessment

Criteria in QMP Response/Comments

I. Management and Organization1905

A. How is management’s commitment to the1906
quality system demonstrated?1907

B. How are the quality policies that1908
describe the organization’s attitude1909
towards quality defined and1910
documented?1911

C. How is the structure that management1912
will need to manage the quality system1913
defined and documented?1914

D. How are the procedures that program1915
managers and supervisors can use to1916
review the effectiveness of the quality1917
system defined and documented?1918

E. How do you oversee the quality system?1919

F. How do you document identification of1920
verification requirements and provision1921
of adequate resources including trained1922
personnel for all verification activities?1923

G. How do you ensure that quality1924
assurance (QA) activities are included in1925
employees’ job descriptions?1926

II. Quality System Components1927
A. What is the status of development of1928

your quality system and a manual that1929
describes it?1930
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_________________________________________
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_________________________________________

Assessor: _____________________________________  Assessing Organization:
________________________________

Issues and Questions

Source of
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Criteria in QMP Response/Comments

Peer Review Draft
EPA QA/G-3 January 2002D-2

B. How do implemented quality system1931
procedures compare to the quality1932
policy?1933

C. Describe the preparation, review, and1934
approval process of the Quality1935
Management Plan (QMP).  What was1936
your role in this process?1937

D. Describe how you developed, designed,1938
and documented QA Project Plans.1939

E. How do you ensure that your QA Project1940
Plans are submitted prior to initiation of1941
any data collection, to EPA for review1942
and approval?1943

F. How do you ensure that the standard1944
operating procedures (SOPs) are1945
consistent with the quality elements of1946
the activities and operational1947
requirements?1948

G. How do you communicate the QMP roles1949
and responsibilities to employees and1950
supervisors?1951

H. How do you ensure that assigned QA1952
responsibilities are understood and1953
implemented?1954

I. Who has approved the QMP?1955
J. How do you conduct periodic1956

assessments of programs’ quality1957
systems to assure compliance with U.S.1958
EPA requirements?1959

K. How do you ensure that administration1960
directors, program managers, and quality1961
coordinators address all areas of concern1962
in the report of the self-assessment?1963
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L. What have you submitted as a Quality1964
Assurance Annual Report and Work1965
Plan? 1966

M. How do you ensure that administration1967
directors, program managers, and quality1968
coordinators approved of the annual1969
report?1970

N. Please describe the preparation, review,1971
and internal approval process for the1972
self-assessment.1973

O. Have you implemented the following1974
financial reports as required in the QMP:1975
1. Financial Reconciliation (Control)1976

report or the Undrawn Analysis1977
Report?1978

2. Federal Grant Inventory Report1979
(FGIR)?1980

P. How do you identify and document your1981
managers’,supervisors’, and employees’ 1982
support for the implementation of the1983
quality system described in the QMP?1984

Q. Describe how you identify, define, and1985
document the quality information needed1986
to monitor the QMP’s effective1987
implementation?1988

1989


